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Sec. 1395nn. Limitation on certain physician referrals 

. (a) Prohibition of certain referrals 
0 (1) In general 

Except as provided in subsection (b) of this section, if a 
physician (or an immediate family member of such physician) has a 
financial relationship with an entity specified in paragraph (2), 
then - 

m (A) the physician may not make a referral to the entity for 
the furnishing of designated health services for which payment 
otherwise may be made under this subchapter, and 
(B) the entity may not present or cause to be presented a 
claim under this subchapter or bill to any individual, third 
party payor, or other entity for designated health services 
furnished pursuant to a referral prohibited under subparagraph 

(A). 
o (2) Financial relationship specified 

For purposes of this section, a financial relationship of a 
physician (or an immediate family member of such physician) with 
an entity specified in this paragraph is - 

n (A) except as provided in subsections (c) and (d) of this 
section, an ownership or investment interest in the entity, or 

m (B) except as provided in subsection (e) of this section, a 
compensation arrangement (as defined in subsection (h)(l) of 
this section) between the physician (or an immediate family 
member of such physician) and the entity. 
An ownership or investment interest described in subparagraph (A) 
may be through equity, debt, or other means and includes an 
interest in an entity that holds an ownership or investment 
interest in any entity providing the designated health service. 

l (b) General exceptions to both ownership and compensation 
arrangement prohibitions 
Subsection (a)(l) of this section shall not apply in the following cases: 

o (1) Physicians’ services 
In the case of physicians’ services (as defined in section 
1395x(q) of this title) provided personally by (or under the 
personal supervision of) another physician in the same group 
practice (as defined in subsection (h)(4) of this section) as the 
referring physician. 

0 (2) In-office ancillary services 
In the case of services (other than durable medical equipment 
(excluding infusion pumps) and parenteral and enteral nutrients, 
equipment, and supplies) - 

n (A) that are furnished - 
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. (i) personally by the referring physician, personally by a 
physician who is a member of the same group practice as the 
referring physician, or personally by individuals who are 
directly supervised by the physician or by another physician 
in the group practice, and 
(ii)(I) in a building in which the referring physician (or 
another physician who is a member of the same group 
practice) 
furnishes physicians’ services unrelated to the furnishing of 
designated health services, or 

m (II) in the case of a referring physician who is a member 
of a group practice, in another building which is used by the 
group practice - 

. (aa) for the provision of some or all of the group’s 
clinical laboratory services, or 

l (bb) for the centralized provision of the group’s 
designated health services (other than clinical laboratory 
services), 
unless the Secretary determines other terms and conditions 
under which the provision of such services does not present a 
risk of program or patient abuse, and 
(B) that are billed by the physician performing or 
supervising the services, by a group practice of which such 
physician is a member under a billing number assigned to the 
group practice, or by an entity that is wholly owned by such 
physician or such group practice, 
if the ownership or investment interest in such services meets 
such other requirements as the Secretary may impose by regulation 
as needed to protect against program or patient abuse. 

o (3) Prepaid plans 
In the case of services furnished by an organization - 

w (A) with a contract under section 1395mm of this title to an 
individual enrolled with the organization, 

m (8) described in section 13951(a)(l)(A) of this title to an 
individual enrolled with the organization, 

m (C) receiving payments on a prepaid basis, under a 
demonstration project under section 1395b-l(a) of this title or 
under section 222(a) of the Social Security Amendments of 1972, 
to an individual enrolled with the organization, or 

n (D) that is a qualified health maintenance organization 

(within the meaning of section 300e-9(d) m of this 
title) to an individual enrolled with the organization. 

o (4) Other permissible exceptions 
In the case of any other financial relationship which the 
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Secretary determines, and specifies in regulations, does not pose 
a risk of program or patient abuse. 

l (c) General exception related only to ownership or investment 
prohibition for ownership in publicly traded securities and 
mutual funds 
Ownership of the following shall not be considered to be an ownership or 
investment interest described in subsection (a)(2)(A) of this section: 

o (1) Ownership of investment securities (including shares or 
bonds, debentures, notes, or other debt instruments) which may be 
purchased on terms generally available to the public and which 
are - 

0 (A) 
m (i) securities listed on the New York Stock Exchange, the 

American Stock Exchange, or any regional exchange in which 
quotations are published on a daily basis, or foreign 
securities listed on a recognized foreign, national, or 
regional exchange in which quotations are published on a daily 
basis, or 

n (ii) traded under an automated interdealer quotation system 
operated by the National Association of Securities Dealers, and 
(8) in a corporation that had, at the end of the 
corporation’s most recent fiscal year, or on average during the 
previous 3 fiscal years, stockholder equity exceeding 
$75,000,000. 

l (2) Ownership of shares in a regulated investment company as 
defined in section 851(a) of the Internal Revenue Code of 1986, 
if such company had, at the end of the company’s most recent 
fiscal year, or on average during the previous 3 fiscal years, 
total assets exceeding $75,000,000. 

l (d) Additional exceptions related only to ownership or investment 
prohibition 
The following, if not otherwise excepted under subsection (b) of this section, 
shall not be considered to be an ownership or investment interest described 
in subsection (a)(2)(A) of this section: 

o (1) Hospitals in Puerto Rico 
In the case of designated health services provided by a 
hospital located in Puerto Rico. 

o (2) Rural provider 
In the case of designated health services furnished in a rural 
area (as defined in section 1395ww(d)(2)(D) of this title) by an 
entity, if substantially all of the designated health services 
furnished by such entity are furnished to individuals residing in 
such a rural area. 
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o (3) Hospital ownership 
In the case of designated health services provided by a 
hospital (other than a hospital described in paragraph (I)) if - 

n (A) the referring physician is authorized to perform services 
at the hospital, and 
(8) the ownership or investment interest is in the hospital 
itself (and not merely in a subdivision of the hospital). 

l (e) Exceptions relating to other compensation arrangements 
The following shall not be considered to be a compensation arrangement 
described in subsection (a)(2)(B) of this section: 

o (1) Rental of office space; rental of equipment 
n (A) Office space 

Payments made by a lessee to a lessor for the use of premises 
if - 

= (i) the lease is set out in writing, signed by the parties, 
and specifies the premises covered by the lease, 

l (ii) the space rented or leased does not exceed that which 
is reasonable and necessary for the legitimate business 
purposes of the lease or rental and is used exclusively by 
the lessee when being used by the lessee, except that the 
lessee may make payments for the use of space consisting of 
common areas if such payments do not exceed the lessee’s 

rata share of expenses for such space based upon the ratio of 
the space used exclusively by the lessee to the total amount 
of space (other than common areas) occupied by all persons 
using such common areas, 

n (iii) the lease provides for a term of rental or lease for 
at least 1 year, 

l (iv) the rental charges over the term of the lease are set 
in advance, are consistent with fair market value, and are 
not determined in a manner that takes into account the 
volume 
or value of any referrals or other business generated between 
the parties, 

= (v) the lease would be commercially reasonable even if no 
referrals were made between the parties, and 
(vi) the lease meets such other requirements as the 
Secretary may impose by regulation as needed to protect 
against program or patient abuse. 

n (5) Equipment 
Payments made by a lessee of equipment to the lessor of the 
equipment for the use of the equipment if - 

m (i) the lease is set out in writing, signed by the parties, 
and specifies the equipment covered by the lease, 
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. (ii) the equipment rented or leased does not exceed that 
which is reasonable and necessary for the legitimate business 
purposes of the lease or rental and is used exclusively by 
the lessee when being used by the lessee, 

w (iii) the lease provides for a term of rental or lease of 
at least 1 year, 

n (iv) the rent a c arges over the term of the lease are set I h 
in advance, are consistent with fair market value, and are 
not determined in a manner that takes into account the 
volume 
or value of any referrals or other business generated between 
the parties, 

n (v) the lease would be commercially reasonable even if no 
referrals were made between the parties, and 
(vi) the lease meets such other requirements as the 
Secretary may impose by regulation as needed to protect 
against program or patient abuse. 

o (2) Bona fide employment relationships 
Any amount paid by an employer to a physician (or an immediate 
family member of such physician) who has a bona fide employment 
relationship with the employer for the provision of services if - 

H (A) the employment is for identifiable services, 
n (B) the amount of the remuneration under the employment - 

n (i) is consistent with the fair market value of the 
services, and 
(ii) is not determined in a manner that takes into account 
(directly or indirectly) the volume or value of any referrals 
by the referring physician, 

n (C) the remuneration is provided pursuant to an agreement 
which would be commercially reasonable even if no referrals 
were made to the employer, and 
(D) the employment meets such other requirements as the 
Secretary may impose by regulation as needed to protect against 
program or patient abuse. 
Subparagraph (B)(ii) shall not prohibit the payment of 
remuneration in the form of a productivity bonus based on 
services performed personally by the physician (or an immediate 
family member of such physician). 

0 (3) Personal service arrangements 
N (A) In general 

Remuneration from an entity under an arrangement (including 
remuneration for specific physicians’ services furnished to a 
nonprofit blood center) if - 

n (i) the arrangement is set out in writing, signed by the 
parties, and specifies the services covered by the 
arrangement, 

http:;,!~;:ww4.1aw.corne.:.i; ~du/uscode/42/1395nn.text.html 08/14/2001 



US Code : Title 42, Sef 7 1395nn Page 6 of 14 

m (ii) the arrangement covers all of the services to be 
provided by the physician (or an immediate family member of 
such physician) to the entity, 

n (iii) the aggregate services contracted for do not exceed 
those that are reasonable and necessary for the legitimate 
business purposes of the arrangement, 

m (iv) the term of the arrangement is for at least 1 year! 
l (v) the compensation to be paid over the term of the 

arrangement is set in advance, does not exceed fair market 
value, and except in the case of a physician incentive plan 
described in subparagraph (B), is not determined in a manner 
that takes into account the volume or value of any referrals 
or other business generated between the parties, 

s (vi) the services to be performed under the arrangement do 
not involve the counseling or promotion or a business 
arrangement or other activity that violates any State or 
Federal law, and 
(vii) the arrangement meets such other requirements as the 
Secretary may impose by regulation as needed to protect 
against program or patient abuse. 

n (B) Physician incentive plan exception 
m (i) In general 

In the case of a physician incentive plan (as defined in 
clause (ii)) between a physician and an entity, the 
compensation may be determined in a manner (through a 
withhold, capitation, bonus, or otherwise) that takes into 
account directly or indirectly the volume or value of any 
referrals or other business generated between the parties, if 
the plan meets the following requirements: 

= (I) No specific payment is made directly or indirectly 
under the plan to a physician or a physician group as an 
inducement to reduce or limit medically necessary services 
provided with respect to a specific individual enrolled 
with the entity. 

n (II) In the case of a plan that places a physician or a 
physician group at substantial financial risk as d.etermined 
by the Secretary pursuant to section 1395mm(i)(8)(A)(ii) of 
this title, the plan complies with any requirements the 
Secretary may impose pursuant to such section. 

s (III) Upon request by the Secretary, the entity provides 
the Secretary with access to descriptive information 
regarding the plan, in order to permit the Secretary to 
determine whether the plan is in compliance with the 
requirements of this clause. 

n (ii) “Physician incentive plan” defined 
For purposes of this subparagraph, the term “physician 
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incentive plan” means any compensation arrangement 
between 
an entity and a physician or physician group that may 
directly or indirectly have the effect of reducing or 
limiting services provided with respect to individuals 
enrolled with the entity. 

o (4) Remuneration unrelated to the provision of designated health 
services 
In the case of remuneration which is provided by a hospital to 
a physician if such remuneration does not relate to the provision 
of designated health services. 

o (5) Physician recruitment 
In the case of remuneration which is provided by a hospital to 
a physician to induce the physician to relocate to the geographic 
area served by the hospital in order to be a member of the 
medical staff of the hospital, if - 

w (A) the physician is not required to refer patients to the 
hospital, 

= (8) the amount of the remuneration under the arrangement is 
not determined in a manner that takes into account (directly or 
indirectly) the volume or value of any referrals by the 
referring physician, and 
(C) the arrangement meets such other requirements as the 
Secretary may impose by regulation as needed to protect against 
program or patient abuse. 

o (6) Isolated transactions 
In the case of an isolated financial transaction, such as a 
one-time sale of property or practice, if - 

m (A) the requirements described in subparagraphs (B) and (C) 
of paragraph (2) are met with respect to the entity in the same 
manner as they apply to an employer, and 
(B) the transaction meets such other requirements as the 
Secretary may impose by regulation as needed to protect against 
program or patient abuse. 

o (7) Certain group practice arrangements with a hospital 

m (A) [2l In general 

m So in original. No subpar. (B) has been enacted. 
An arrangement between a hospital and a group under which 
designated health services are provided by the group but are 
billed by the hospital if - 

m (i) with respect to services provided to an inpatient of 
the hospital, the arrangement is pursuant to the provision of 
inpatient hospital services under section 1395x(b)(3) of this 
title. 

m (ii) the arrangement began before December 19, 1989, and 
has continued in effect without interruption since such date, 
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. (iii) with respect to the designated health services 
covered under the arrangement, substantially all of such 
services furnished to patients of the hospital are furnished 
by the group under the arrangement, 

m (iv) the arrangement is pursuant to an agreement that is 
set out in writing and that specifies the services to be 
provided by the parties and the compensation for services 
provided under the agreement, 

n (v) the compensation paid over the term of the agreement is 
consistent with fair market value and the compensation per 
unit of services is fixed in advance and is not determined in 
a manner that takes into account the volume or value of any 
referrals or other business generated between the parties, 

n (vi) the compensation is provided pursuant to an agreement 
which would be commercially reasonable even if no referrals 
were made to the entity, and 
(vii) the arrangement between the parties meets such other 
requirements as the Secretary may impose by regulation as 
needed to protect against program or patient abuse. 

o (8) Payments by a physician for items and services 
Payments made by a physician - 

W (A) to a laboratory in exchange for the provision of clinical 
laboratory services, or 

m (8) to an entity as compensation for other items or services 
if the items or services are furnished at a price that is 
consistent with fair market value. 

l (f) Reporting requirements 
Each entity providing covered items or services for which payment may be 
made under this subchapter shall provide the Secretary with the information 
concerning the entity’s ownership, investment, and compensation 
arrangements, including - 

o (1) the covered items and services provided by the entity, and 
(2) the names and unique physician identification numbers of 
all physicians with an ownership or investment interest (as 
described in subsection (a)(2)(A) of this section), or with a 
compensation arrangement (as described in subsection (a)(2)(B) of 
this section), in the entity, or whose immediate relatives have 
such an ownership or investment interest or who have such a 
compensation relationship with the entity. Such information shall be 
provided in such form, manner, and at such times as the Secretary shall 
specify. The requirement of this subsection shall not apply to designated 
health services provided outside the United States or to entities which 

the Secretary determines provides M services for which payment may 
be made under this subchapter very infrequently. 
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0 (g) Sanctions 
o (1) Denial of payment 

No payment may be made under this subchapter for a designated 
health service which is provided in violation of subsection 
(a)( 1) of this section. 

o (2) Requiring refunds for certain claims 
If a person collects any amounts that were billed in violation 
of subsection (a)(l) of this section, the person shall be liable 
to the individual for, and shall refund on a timely basis to the 
individual, any amounts so collected. 

o (3) Civil money penalty and exclusion for improper claims 
Any person that presents or causes to be presented a bill or a 
claim for a service that such person knows or should know is for 
a service for which payment may not be made under paragraph (1) 
or for which a refund has not been made under paragraph (2) shall 
be subject to a civil money penalty of not more than $15,000 for 
each such service. The provisions of section 1320a-7a of this 
title (other than the first sentence of subsection (a) and other 
than subsection (b)) shall apply to a civil money penalty under 
the previous sentence in the same manner as such provisions apply 
to a penalty or proceeding under section 1320a-7a(a) of this 
title. 

o (4) Civil money penalty and exclusion for circumvention schemes 
Any physician or other entity that enters into an arrangement 
or scheme (such as a cross-referral arrangement) which the 
physician or entity knows or should know has a principal purpose 
of assuring referrals by the physician to a particular entity 
which, if the physician directly made referrals to such entity, 
would be in violation of this section, shall be subject to a 
civil money penalty of not more than $100,000 for each such 
arrangement or scheme. The provisions of section 1320a-7a of 
this title (other than the first sentence of subsection (a) and 
other than subsection (b)) shall apply to a civil money penalty 
under the previous sentence in the same manner as such provisions 
apply to a penalty or proceeding under section 1320a-7a(a) of 
this title. 

o (5) Failure to report information 
Any person who is required, but fails, to meet a reporting 
requirement of subsection (f) of this section is subject to a 
civil money penalty of not more than $10,000 for each day for 
which reporting is required to have been made. The provisions of 
section 1320a-7a of this title (other than the first sentence of 
subsection (a) and other than subsection (b)) shall apply to a 
civil money penalty under the previous sentence in the same 
manner as such provisions apply to a penalty or proceeding under 
section 1320a-7a(a) of this title. 
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o (6) Advisory opinions 
M (A) In general 

The Secretary shall issue written advisory opinions 
concerning whether a referral relating to designated health 
services (other than clinical laboratory services) is 
prohibited under this section. Each advisory opinion issued by 
the Secretary shall be binding as to the Secretary and the 
party or parties requesting the opinion. 

n (8) Application of certain rules 
The Secretary shall, to the extent practicable, apply the 
rules under subsections (b)(3) and (b)(4) of this section and 
take into account the regulations promulgated under subsection 
(b)(5) of section 1320a-7d of this title in the issuance of 
advisory opinions under this paragraph. 

m (C) Regulations 
In order to implement this paragraph in a timely manner, the 
Secretary may promulgate regulations that take effect on an 
interim basis, after notice and pending opportunity for public 
comment. 

w (D) Applicability 
This paragraph shall apply to requests for advisory opinions 
made after the date which is 90 days after August 5, 1997, and 
before the close of the period described in section 
1320a-7d(b)(6) of this title. 

l (h) Definitions and special rules 
For purposes of this section: 

0 (1) Compensation arrangement; remuneration 
a (A) The term “compensation arrangement” means any arrangement 

involving any remuneration between a physician (or an immediate 
family member of such physician) and an entity other than an 
arrangement involving only remuneration described in 
subparagraph 
cc>. 

= (B) The term “remuneration” includes any remuneration, 
directly or indirectly, overtly or covertly, in cash or in kind. 

B (C) Remuneration described in this subparagraph is any 
remuneration consisting of any of the following: 

l (i) The forgiveness of amounts owed for inaccurate tests or 
procedures, mistakenly performed tests or procedures, or the 
correction of minor billing errors. 

l (ii) The provision of items, devices, or supplies that are 
used solely to - 
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o (I) collect, transport, process, or store specimens for the 
entity providing the item, device, or supply, or 

o (II) order or communicate the results of tests or 
procedures for such entity. 

l (iii) A payment made by an insurer or a self-insured plan to 
a physician to satisfy a claim, submitted on a fee for service 
basis, for the furnishing of health services by that physician 

to an individual who is covered by a policy with the insurer or 
by the self-insured plan, if - 

o (I) the health services are not furnished, and the payment 
is not made, pursuant to a contract or other arrangement 
between the insurer or the plan and the physician, 

o (II) the payment is made to the physician on behalf of the 
covered individual and would otherwise be made directly to 
such individual, 

o (III) the amount of the payment is set in advance, does not 
exceed fair market value, and is not determined in a manner 
that takes into account directly or indirectly the volume or 
value of any referrals, and 
(IV) the payment meets such other requirements as the 
Secretary may impose by regulation as needed to protect 
against program or patient abuse. 

m (2) Employee 
An individual is considered to be “employed by” or an 
“employee” of an entity if the individual would be considered 
to be an employee of the entity under the usual common law rules 
applicable in determining the employer-employee relationship (as 
applied for purposes of section 3121(d)(2) of the Internal 
Revenue Code of 1986). 

m (3) Fair market value 
The term “fair market value” means the value in arms length 
transactions, consistent with the general market value, and, with 
respect to rentals or leases, the value of rental property for 
general commercial purposes (not taking into account its intended 
use) and, in the case of a lease of space, not adjusted to 
reflect the additional value the prospective lessee or lessor 
would attribute to the proximity or convenience to the lessor 
where the lessor is a potential source of patient referrals to 
the lessee. 

m (4) Group practice 
o (A) Definition of group practice 

The term “group practice” means a group of 2 or more 
physicians legally organized as a partnership, professional 
corporation, foundation, not-for-profit corporation, faculty 
practice plan, or similar association - 
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l (i) in which each physician who is a member of the group 
provides substantially the full range of services which the 
physician routinely provides, including medical care, 
consultation, diagnosis, or treatment, through the joint use 
of shared office space, facilities, equipment and personnel, 

l (ii) for which substantially all of the services of the 
physicians who are members of the group are provided through 
the group and are billed under a billing number assigned to 
the group and amounts so received are treated as receipts of 
the group, 

l (iii) in which the overhead expenses of and the income from 
the practice are distributed in accordance with methods 
previously determined, 

l (iv) except as provided in subparagraph (B)(i), in which no 
physician who is a member of the group directly or indirectly 
receives compensation based on the volume or value of 
referrals by the physician, 

l (v) in which members of the group personally conduct no 
less than 75 percent of the physician-patient encounters of 
the group practice, and 
(vi) which meets such other standards as the Secretary may 
impose by regulation. 

o (B) Special rules 

l (i) Profits and productivity bonuses 
A physician in a group practice may be paid a share of 
overall profits of the group, or a productivity bonus based 
on services personally performed or services incident to such 
personally performed services, so long as the share or bonus 
is not determined in any manner which is directly related to 
the volume or value of referrals by such physician. 

l (ii) Faculty practice plans 
In the case of a faculty practice plan associated with a 
hospital, institution of higher education, or medical school 
with an approved medical residency training program in which 
physician members may provide a variety of different 
specialty services and provide professional services both 
within and outside the group, as well as perform other tasks 
such as research, subparagraph (A) shall be applied only with 
respect to the services provided within the faculty practice 
plan. 

o (5) Referral; referring physician 
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(A) Physicians’ services 
Except as provided in subparagraph (C), in the case of an 
item or service for which payment may be made under part B of 
this subchapter, the request by a physician for the item or 
service, including the request by a physician for a 
consultation with another physician (and any test or procedure 
ordered by, or to be performed by (or under the supervision of) 
that other physician), constitutes a “referral” by a 
“referring physician”. 
(8) Other items 
Except as provided in subparagraph (C), the request or 
establishment of a plan of care by a physician which includes 
the provision of the designated health service constitutes a 
“referral” by a “referring physician”. 
(C) Clarification respecting certain services integral to a 
consultation by certain specialists 
A request by a pathologist for clinical diagnostic laboratory 
tests and pathological examination services, a request by a 
radiologist for diagnostic radiology services, and a request by 
a radiation oncologist for radiation therapy, if such services 
are furnished by (or under the supervision of) such 
pathologist, radiologist, or radiation oncologist pursuant to a 
consultation requested by another physician does not constitute 
a “referral” by a “referring physician”. 

o (6) Designated health services 
The term “designated health services” means any of the 
following items or services: 

(A)Clinical laboratory services. 
(8) Physical therapy services. 
(C) Occupational therapy services. 
(D) Radiology services, including magnetic resonance imaging, 
computerized axial tomography scans, and ultrasound services. 
(E) Radiation therapy services and supplies. 
(F) Durable medical equipment and supplies. 
(G) Parenteral and enteral nutrients, equipment, and 
supplies. 
(H) Prosthetics, orthotics, and prosthetic devices and 
supplies. 
(I) Home health services. 
(3) Outpatient prescription drugs. 
(K) Inpatient and outpatient hospital services. 

Footnotes 

m See References in Text note below. 

http:/j~*:\;!w4.law.cor?e!l.edu/u scode/42/1395nn.text.html 08/14/2001 



US Code : Title 42, Se ;7 1395nn 

[sl So in original. Probably should be “provide”. 

http://www4.law.cornelI.edu/uscode/42/1395nn.text.htmI 

Page 14 of 14 

08/14/2001 



5411.350 _ 42 CFR Ch. IV (1 O-1-00 Edition) 

(c) Conditional primary payments: E.x- 
ceptions. HCFA does not make condi- 
tional Medicare primary payments if- 

(1) The LGHF’ denies the claim in 
whole or in part for one of the fol- 
lowing reasons: 

(i) It is alleged that the LGHP is sec- 
ondary to Medicare. 

(ii) The LGRP limits its payments 
when the individual is entitled to 
Medicare. 

(iii) The LGHP does not provide the 
benefits to individuals who are entitled 
to Medicare on the basis of disability 
and covered under the plan by virtue of 
current employment status but does 
provide the benefits to other similarly 
situated individuals enrolled in the 
plan. 

(b) This subpart does not provide for 
exceptions or immunity from civil or 
criminal Prosecution or other sane. 
tions applicable under any State laws 
or under Federal law other than sec. 
tion 1877 of the Act. For example, al- 
though a particular arrangement in- 
volving a physician’s financial . rela. 
tionship with an entity may not pro- 
hibit the physician from making refer- 
rals to the entity under this subpart 
the arrangement may nevertheless viol 
late another provision of the Act or 
other laws administered by KHS, the 
Federal Trade Commission. the Seem. 
ties and Exchange Commission. the in- 
ternal Revenue Service, or any other 
Federal or State agency. 

(iv) The LGHP takes into account en- 
titlement to Medicare in any other 
wag. 

(v) There was failure to file a proper 
claim for any fewon other than phys- 
ical or mental incapacity of the bene- 
ficiary. 

(2) The LGHP, an employer or em- 
ployee organization, or the beneficiary 
fails to furnish information that is re- 
quested by HCFA and that is necessary 
to determine whether the LGEP is pd- 
mar-y to Medicare. 

(c) This subpart requires, with some 
exceptions, that certain entities fur 
nishing covered items or services under 
Part A or Part B report information 
concerning their ownership, invese- 
ment. or compensation arrangements 
in the form, manner, and at the times 
specified by HCFA. 

P 411351 l)efinitiona 
AB used in this subpart, unless the 

context indicates otherwise: 

(d) Limit on secondary payments. The 
provisions of $411.172(e) also apply to 
services furnished to the disabled under 
this subpart. 

Subpart I-[Reserved] 

Subpaft J-Ph Man Ownership 
of, and Re erral of Patients or 7 
Laboratory Specimens to, En- 
tities Furnishing Clinkal Lab- 
orrry or Other Healfh SWV- 

Clinica laboratory services means the 
biological, microbiological, serologic& 
chemical, immunohematological, 
hematological, biophyslcrl, 
cytological, pathological, or other ex- 
amination of ‘materials derived from 
the human body for the Purpose of pro- 
viding information for the dfagnoais, 
prevention, or treatment of any disease 
or impairment of, or the assessment of 
the health of, human beings. These ex- 
aminations also include procedures to 
determine. measure, or othenvise de 
scribe the presence or absence Of v&r- 
ious substances or organisms in the 
body. 

SowacE: 60 FR 41978. Aug. 14.1995. anless 
otherwise noted 

5 411.350 Soope of subpark 
(a) This subpart implements section 

Compensation arrangement me898 Sng 
arrangement involving any rem-en+ 
tion, direct or indirect, between a Phg- 
sician (or a member of a Physician’s 
immediate famUy) and an entity. 

18’77 of the Act, which generally pro- 
hibits a physician from making a refer- 
ral under Medicare for clinlcal labora- 
tory services to an entity with which 
the physician or a member of the phy- 
sician’s immediate family has a Ilnan- 
cial relationship. 

Direct supervision means supervision 
by a physician who is present ~JI the Of- 
fice suite and immediately available to 
provide assistance and direction 
throughout the time services 816 bew 
performed. 

Employee meana ~IY tid.lvidw who* 
under the usual copZmOn law rules that 

- -- 
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apply in determining the employer-em- 
ployee relationship (as applied for pur- 
poses of section 3121(d)(2) of the Inter- 
nal Revenue Code of 1986), is considered 
to be employed by, or an employee of, 
an entity. (Application of these com- 
mon law ruJes is discussed at 20 CFR 
404.1007 and 26 CFR 31.31W(d&l(c).) 

5411.35' 

Entity means a sole proprietorship, 
trust, corporation, partnership, founda- 
tion, not-for-profit corporation, or un- 
incorporated association. 

Fair market value means the value in 
arms-length transactions, consistent 
with the general market value. With 
respect to rentals or leases, fait market 
value means the value of rental prop- 
erty for general comme::.ial purposes 
(not taking into accou: :ts intended 
use). In the case of a rse of space, 
this value may not be adjusted to re- 
flect the additional value the proapec- 
tive lessee or lessor would attribute to 
the proximity or convenience to the 
lessor when the lessor is a potential 
source of patient referrals to the les- 
see. 

(2) Except as provide- a paragraph 
G’)(f) and (2)(Q) of this definition. sub- 
stantially all of the patient care sem- 
ices of the physicians who are members 
of the group (that is, at least 75 percent 
of the total patient care services of the 
group practice members) are furnished 
through the group and billed in the 
name of the group and the amounts re- 
ceived are treated as receipts of the 
group. “Patient care services” are 
measured by the total patient care 
time each member spends on these 
services. For example, if a physician 
practices 40 hours a week and spends 30 
hours on patient care services for a 
group practice, the physician has spent 
75 percent of his or her time providing 
countable patient care services. 

(i) The “substantially all” test does 
not apply to any group practice that is 
located solely in an EIPSA, as defined 
in this section, and 

Financial relationship refers to a di- 
rect or indirect relationship between a 
physician (or a member of a physician’s 
immediate family) and an entity in 
which the physician or family member 
has- 

(1) An ownership or investment inter- 
est that exists in the entity through 
equity, debt, or other meane and in- 
cludes an interest in an entity that 
holds an ownership or investment in- 
terest in any entity providing labora- 
tory services; or 

(2) A compensation arrangement with 
the entity. 

Group practice means a group of two 
or more physicians, legally organized 
as a partnership, professional corpora- 
tion, foundation, not-for-proflt cor- 
poration, faculty practice plan, or 
similar association, that meets the fol- 
lowing conditions: 

(ii) For group practices located out- 
side of an HPSA (as defined in this sec- 
tion) any time spent by group practice 
members providing services in an 
HPSA should not be used to calculate 
whether the group practice located 
outside the HPSA has met the “snb- 
stantially all” test. regardless of 
whether the members’ time in the 
HPSA is spent iu a group practice, clin- 
ic, or office setting. 

(3) The practice expenses and ‘income 
are distributed in accordance with 
methods previously determined. 
In the case of faculty practice plans a~- 
sociated with a hospital, institution of 
higher education, or medical school 
that has an approved medical residency 
training program in which faculty 
practice plan physicians perform ape- 
cialty and professional services, both 
within and outside the faculty prac- 
tice, as well as perform other tasks 
such as research, this definition applies 
only to those services that are fur- 
nished within the faculty practice plan. 

(1) Each physician who is a men&~ of HospitaZ means any separate legally 
the group, as defined in this section, organized operating entity plus any 
furnishes substantially the full range subsidiary, related, or other entities 
of patient care services that the physi- that perform services for the hospital% 
cian routinely furnishes including med- patients and for which the hospital 
ical care, consultation, diagnosis, and bills. A.9ospital” does not include en- 
treatment through the joint use of tities that perform services for hospital 
shared offlce space, facilities, equip patients “under arrangements” with 
ment. and personnel. the hospital. 
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HPSA means, for purposes of this reg- 
ulation, an area designated as a health 
professional shortage area under sec- 
tion 332(a)(l)(A) of the Public Health 
Service Act for primary medical care 
professionals (in accordance with the 
criteria specified in 42 CPR part 5, ap- 
pendix A, part I-Geographic Areas). In 
addition, with respect to dental, men- 
tal health, vision care, podiatric, and 
pharmacy services, an HPSA means an 
area designated as a health profes- 
sional shortage area under section 
332(a)(l)(A) of the Public Health Serv- 
ice Act for dental professionals, mental 
health professionals, vision care profes- 
sionals, podiatric professionals, and 
pharmacy professionals, respectively. 

Immediate famiZy member or member of 
a physician’s immediate family means 
husband or wife; natural or adoptive 
parent, child, or sibling; stepparent, 
stepchild, stepbrother, or stepsister; fa- 
ther-in-law, mother-in-law, son-in-law, 
daughter-in-law, brother-in-law, or sis- 
ter-in-law; grandparent or grandchild; 
and spouse of a grandparent or grand- 
child. 

Laboratory means an entity fur- 
nishing biological, microbiological, se- 
rological, chemical, 
immunohematological, hematological, 
biophysical, cytological, pathological, 
or other examination of materials de- 
rived from the human body for the PUP 
pose of providing information for the 
diagnosis, prevention, or treatment of 
any disease or impairment of, or the 
assessment of the health of, human 
beings. These examinations also in- 
clude procedures to determine. meas- 
ure, or othexwlse describe the presence 
or absence of various substances or or- 
ganisms in the body. Entities only col- 
lecting or preparing specimens (or 
both) or only serving as a mailing serv- 
ice and not performing testing are not 
considered laboratories. 

Members of the group means physician 
partners and full-time and part-time 
physician contractors and employees 
during the time they furnish services 
to patients of the group practice that 
are furnished through the group and 
are billed in the name of the group. 

Patient care sewices means any tasks 
performed by a group practice member 
that address the medical needs of We- 
cific patients, regardless of whether 

81 
42 CFR Ch. IV (lo-l-al ~dmoc\) ‘! 

they involve direct patient encounters- 
They can include, for example, the ( 
services of physicians who do not, a- 
rectly treat patients, time spent by a 
physician consulting with other phyai- 
cians, or time spent reviewing labora- 
tory tests. 

Physician incentive plan means w 
compensation arrangement between Q 
entity and a physician or physicia 
group that may directly or indirectly 
have the effect of reducing or limiting 
services furnished with respect to in& 
viduals enrolled with the entity. 

Plan of care means the establishment 
by a physician of a coume of diagnosis 
or treatment (or both) for a particular 
patient. including the ordering of items 
or services. 

Refmal- 
(1) Means either of the following: 
(I) Except as provided in paragraph 

(2) of this definition, the request by a 
physician for, or ordering of, any item 
or service for which payment may be 
made under Medicare Part B, including 
a request for a consultation with an- 
other physician and any test or proce- 
dure ordered by or to be performed by 
(or under the supetision 00 that other 
physician. -2 

(ii) Except as provided in pwph 
(2) of this definition, a request bY a 
physician that includes the provlLiion 
of laboratory services or the establish- 
ment of a plan of care by a physician 
that includes the provision of labora- 
tory services. 

(2) Does not include a request by a 
pathologist for clinical diagnostic lab- 
oratory tests and pathological exam- 
ination services if- 

(i) The request is part of a COnSalts- 
tion initiated by another Physician; 
and 

(ii) The tests or services ar9 fur- 
&.hed by or under the SuperviSiOn Of 
the pathologist. 

Referring physician means a PhYSiCim 
(or group practice) who makes a refer- 
ral ;rs d&n& in this section. 

Remuneration me808 any pagment. 
ascout, forgiveness of debt, or other 
benefit made directly or indirectly. 
overtly or covertly, Ln cash or in kind* 
except that the following are not con- 
sidered remuneration: 
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(1) The forgiveness of amounts owed (b) Limitatiotrr on billing. in entity 
for inaccurate tests or procedures, mis- that furnishes clinical laboratory sex-v- 
takenly performed tests or procedures, iCeS under a referral that is prohibited 
or the correction of minor billing er- by paragraph (a) of this section may 
ram. not present or cause to be presented a 

(2) The furnishing of items, devices, claim or bill to the Medicare program 
or supplies that are used solely to col- or to any individual, third party payer, 
lect, transport, process, or store speci- or other entity for the clinical labora- 
mens for the entity furnishing the tory services performed under that re- 
items, devices, or supplies or are used ferral. 
solely to order or communicate the re- (cl Denial of payment. No Medicare 
sults of tests or procedures for the en- payment may be made for a clinical 
tity. laboratory service that is furnished 

(3) A payment made by an insurer or under a prohibited referral. 

a self-insured plan to a physician to (d) Refunds. An entity that collects 

satisfy a claim, submitted on a fee-for- payment for a laboratory service that 

service basis, for the furnishing of was performed under a prohibited refer- 

health services by that physician to an 
ral must refund all collected amounts 

individual who is covered by a policy 
on a timely basis. 

with the insurer or by the self-insured 04llS56 General e.scepti0r.u to refer- 
plan, if- 

(i) The health services are not fur- 
ral prohibitions relati=t both 
ownership/ixhvestment com- 

nished, and the payment is not made, peIlS&iOn. 

under a contract or other arrangement The prohibition on referrals set forth 
between the insurer or the plan and the in $411.353 does not apply to the fol- 
physician; lowing types of services: 

(ii) The payment is made to the phy- (a) Physicians’ services, as defined in 
sician on behalf of the covered indi- §410.2O(a). that are furnished persona.lly 
vidual and would otherwise be made di- by (or under the personal supervision 
rectly to the individual; and of> another physician in the same 

(iii) The amount of the payment is group practice as the referring physi- 

set in advance, does not exceed fair Ci&ll. 

market value, and is not determined in (b) In-office ancillary services. Services 

a manner that takes into account di- that meet the following conditions: 

rectly or indirectly the volume or (1) They are furnished personally by 

value of any referrals. one of the following individuals: 

Transaction me8119 an instance or 
(i) The referring physician. 

process of two or more persons doing 
(ii) A physician who is a member of 

business. An isolated transaction is one 
the same group practice as the refer- 

involving a single payment between 
ring physician. 

two or more persons. A transaction 
(iii) Individuals who are directly su- 

that involves long-term or installment 
pervised by the referring physician or, 

payments is not consfdered 811 isolated 
in the case of group practices, by an- 
other physician in the same group 

transaction. practice w the refeting physician. 

3411353 Prohib~$on on cert+ r?fe 
(2) They are furnished in one of the 

r$$gb=- and ~tatmna 
following locations: 

(i) A build.ing in which the referring . physician (or another physician who is 
(a) Prohibition on refewab. Except aa a member of the same group practice) 

provided in this subpart, a physician furnishes physicians’ services unre- 
who has a financial relationship with lated to the furnishing of CliniCal lab- 
an entity, or who has an immediate oratory services. 
family member who has a financial re- (ii1 A building that is used by the 
lationship with the entity, may not group practice for the provision of 
make a referral to that entity for the some or all of the group’s clinical lab- 
furnishing of clinical laboratory serv- oratory services. 
ices for which payment otherwise may (3) They are billed by one of the fol- 
be made under Medicare. lowlng: 
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(i) The physician performing or su- 
pervising the service. 

(ii) The group practice of which the 
performing or supervising physician is 
a member. 

(iii) An entity that is wholly owned 
by the physician or the physician’s 
group practice. 

(cl Services furnished to prepaid health 
plan enrollees by one of the following or- 
ganiza tions: 

(1) An HMO or a CMP in accordance 
with a contract with HCFA under sec- 
tion 1876 of the Act and part 417, sub- 
parts J through M, of this chapter. 

(2) A health care prepayment plan in 
accordance with an agreement with 
HCFA under section 1333(a)(l)(A) of the 
Act and part 417, subpart U, of this 
chapter. 

(3) An organization that is receiving 
payments on a prepaid basis for the en- 
rollees through a demonstration 
project under section 402(a) of the So- 
cial Security Amendments of 1967 (42 
U.S.C. 1395~1) or under section 222(a) 
of the Social Security Amendments of 
1912 (42 U.S.C. 1395~1 note). 

(4) A qualified health maintenance 
organization (within the meshing of 
section 1310(d) of the Public Health 
Service Act). 

(5) A coordinated care plan (within 
the meaning of section 1851(a)(2)(A) of 
the Act) offered by an organization in 
accordance with a contract with HCFA 
under section 1857 of the Act and part 
422 of this chapter. 

(d) Service..? furnished in an ambulatory 
surgical center (AK) or end stage renal 
disease (ESRD) facility, or by a howice if 
payment for those services is included 
in the ASC rate, the ESBD composite 
rate, or as part of the per diem hospice 
charge, respectively. 

[So FR 41878, Aug. 14, 1995. a9 amended at 63 
FR 33X6. June 88.19981 

$4113S8 Exceptions to referral prohi- 
bitions related ta ownership or in- 
vestment interests. 

For purposes of g411.353, the fol- 
lowing ownership or investment inter- 
ests do not constitute a tiancial rela- 
tionship: 

(a) Publicly traded securities. Owner- 
ship of investment securities (iuclud- 
ing shares or bonds, debentures, notes, 
or other debt instruments) that may be 

4~ CFR Ch. IV (1 O-1 -00 Edition) 

purchased on terms generally available 
to the public and that meet the re- 
quirements of paragraphs (a)(l) and 
(a)(2) of this section. 

(1) They are either- 
(i) Listed for trading on the New 

York Stock Exchange, the American 
Stock Exchange, or any regional ex- 
change in which quotations are pub- 
lished on a daily basis, or foreign secu- 
rities listed on a recognized foreign, 
national, or regional exchange in which 
quotations are published on a daily 
basis; or 

(ii) Traded under an automated inter- 
dealer quotation system operated by 
the National Association of Securities 
Dealers. 

(2) In a corporation that had- 
(i) Until January 1, 1995, total assets 

at the end of the corporation’s most re- 
cent fiscal year exceeding $100 million; 
or 

(ii) Stockholder equity exceeding $15 
million at the end of the corporation’s 
most recent fiscal year or on average 
during the previous 3 fiscal years. 

(b) Mutwl funds. Ownership of shares 
in a regulated investment company as 
defined in section 851(a) of the Internal 
Revenue Code of 1986, if the company 
had, at the end of its most recent fiscal 
year, or on average daring the prepfbu~ 
3 fiscal years, total assets exoeedI43$76 
million. .1. 

(c) Spec3~W$rovidera. Ownership or in- 
vestment interest in tihe following enti- 
ties: 

(1) A laboratory that is located in a 
rural area (that is, a laboratory that is 

: 

not located in an urban mea 88 defined 
in g&12.62(f)(l)(ii) of this chapter) and s 
that meets the following criteria: 

(i) The laboratory testing that il! I+ i 

ferred by a physician who has (or i 
whose immediate family member has) i 
an ownership or investment interest m 
the rural laboratory is eithey 

(A) Performed on the premises of the ’ 
rural laboratory; or I 

(B) If not performed on the pretises, 
the laboratory performiW the testing 
bills the Medicare program d.kectlY for 
the teeating. 

(ii) Substantially all of the labors- 
tory tests furnished by the entity are 
furnished to individuals who reside in a 
rural area. Substantially all means no 
less than 75 percent. 
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(2) A hospital that is located in her- 
to Rico. 

were made between the lessee and the 
lessor. 

(3) A hospital that is located outside 
of Puerto Rico if one of the following 
conditions is met: 

(i) The referring physician is author- 
ized to perform services at the hos- 
pital. and the physician’s ownership or 
investment interest is in the entire 
hospital and not merely in a distinct 
part or department of the hospital. 

(ii) Until January 1. 1995, the refer- 
ring physician’s ownership or invest 
ment interest does not relate (Uectly 
or indirectly) to the furnishing of clin- 
ical laboratory services. 

(b) Rental of equipment. Payments 
made by a lessee to a lessor for the use 
of equipment under the following con- 
ditions: 

$411.367 Exceptions to referral prohi- 
bitions related to compensation ar- 
rangements. 

For purposes of §411.353, the fol- 
lowing compensation arrangements do 
not constitute a financial relationship: 
‘(a) Rental of office space. Payments 

for the use of office space made by a 
lessee to a lessor if there is a rental or 
lease agreemeilt that meets the fol- 
lowing requirements: 

(1) The agreement is set out in writ- 
ing and is signed by the parties and 
specifies the premises covered by the 
.lease. 

(2) The term of the agreement is at 
least 1 year. 

(3) The space rented or leased does 
not exceed that which is reasonable 
and necessary for the legitimate basi- 
ness purposes of the lease or rental and 
is used exclusively by the lessee when 
being used by the lessee, except that 
the lessee may make payments for the 
use of space consisting of common 
areas if the payments do not exceed the 
lessee’s pro rata share of expenses for 
the space based upon the ratio of the 
space used exclusively by the lessee to 
the total amount of space (other than 
common areas) occupied by all persons 
using the common areas. 

(1) A rental or lease agreement is set 
Out in writing and signed by the par- 
ties and specifies the equipment cov- 
ered by the lease. 

(2) The equipment rented or leased 
does not exceed that which is reason- 
able and necessary for the legitimate 
business purposes of the lease or rental 
and is used exclusively by the lessee 
when being used by the lessee. 

(3) The lease provides for a term of 
rental or lease of at least 1 year. 

(4) The rental charges over the term 
of the lease are set in advance, are con- 
sistent with fair market value, and are 
not determined in a manner that takes 
into account the volume or value of 
any referrals or other business gen- 
erated between the parties. 

(5) The lease would be commercially 
reasonable even if no referrals were 
made between the parties. 

(c) Bona fide employment relationships. 
Any amount paid by an employer to a 
physician (or immediate family mem- 
ber) who has a bona fide employment 
relationship with the employer for the 
provision of services if the following 
conditions are met: 

(4) The rental charges over the term 
of the lease are set in advance and are 
consistent with fair market value. 

(5) The charges ase not determined In 
a manner that takes into account the 
volume or value of any referrals or 
other business generated between the 
parties. 

(6) The agreement would be commer- 
cially reasonable even if no referrals 

(1) The employment is for ‘;dentifi- 
able setices. 

(2) The amount of the remuneration 
under the employment is- 

(i) Consistent with the fair market 
value of the services; and 

(ii) Except as provided in paragraph 
(c)(4) of this section, is not determined 
in a manner that takes into account 
(directly or indirectly) the volume or 
value of any referrals by the referring 
physician. 

(3) The remuneration is provided 
under an agreement that would be 
commercially reasonable even if no re- 
ferrals were made to the employer. 

(4) Paragraph (c)(2)(ii) of this section 
does not prohibit payment of remu- 
neration in the form of a productMty 
bonus based on services performed per- 
sonally by the physician (or immediate 
family member of the physician). 

(d) Personal seru& awangements. (1) 
General. Remuneration from an entity 

319 



§a1 1.357 

under an arrangement to a physician 
or immediate family member of the 
physician. including remuneration for 
specific physicians’ sex-v-ices furnished 
to a nonprofit blood center, if the fol- 
lowing conditions are met: 

(0 The arrangement is set out in 
writing, is signed by the parties, and 
specifies the services covered by the ar- 
rangement. 

(ii) The arrangement covers all of the 
services to be furnished by the physi- 
cian (or an immediate family member 
of the physician) to the entity. 

(iii) The aggregate services con- 
tracted for do not exceed those that are 
reasonable and necessary for the legiti- 
mate business purposes of the arrange- 
ment. 

(iv) The term of the arrangement is 
for at least 1 year. 

(v) The compensation to be paid over 
the term of the arrangement is set in 
advance, does not exceed fair market 
value, and, except in the case of a phy- 
sician incentive plan, is not deter- 
mined in a manner that takes i&o ac- 
count the volume or value of any refer- 
rals or other business generated be- 
tween the parties. 

(vi) The services to be furnished 
under the arrangement do not involve 
the counseling or promotion of a busi- 
ness arrangement or other activity 
that violatee any State or Federal law. 

(2) Physician incentive p&n ezeption. 
In the case of a physician incentive 
plan between a physician and an enti- 
ty, the compensation may be deter- 
mined in a manner (through a with- 
hold, capitation, bonus, or otherwise) 
that takes into account directly or in- 
directly the volume or value of any re- 
ferrals or other business generated be- 
tween the parties, if the plan meets the 
following requirements: 

(i) No specific payment is made di- 
rectly or indirectly under the plan to a 
physician or a physician group as an 
inducement to reduce or limit med.& 
tally necessary services furnished with 
respect to a specific individual enrolled 
in the entity. 

(ii) In the case of a plan that places 
a physician or a physician group at 
substantial financial risk as deter- 
mined by the Secretary under section 
1878(i)(8)(A)(ii) of the Act, the plan 
complies with any requirements the 

42 CFR Ch. IV (10-l-00 E-) 

S=ret8ZY haa imposed under that set- 
tion. 

(iii) Upon request by the Secretary, 
the entity provides the Secretary with 
access to descriptive information re- 
g=dLng the plan, in order to permit the 
Secretary to determine whether the 
Plan is in compliance with the require- 
ments of Paragraph (d)(2) of this sec- 
tion. 

(3) Until January 1, 1995, the provi- 
sions in Paragraph (d)(l) and (2) of this 
section do not apply to any arrange- 
ments that meet the requirements of 
section 1877(e)(2) or section 1877(e)(3) of 
the Act as they read before they were 
amended by the Omnibus Budget Rec- 
onciliation Act of 1983 (Public Law 103- 
66). 

(e) Physician recruitment. Remunera- 
tion provided by a hospital to recruit a 
physician that is intended to induce 
the physician to relocate to the geo- 
graphic area served by the hospital in 
order to become a member of the hoe- 
pital’s medical staff, if all of the fol- 
lowing conditions are met: 

(1) The arrangement and its terms 
are in writing and signed by both par- 
ties. 

(2) The arrangement is not condi- 
tioned on the physician’8 referral of pa- 
tients to the hospital. 

(3) The hospital does not determtne 
(directly or,,lndirectly) the amountior 
value of the remuneration to the physi- 
cian based OR the volume or value of 
any referrals the physician generates 
for the hoepital. 

(4) The physician is not precluded 
from establishing staff privileges at an- 
other hospital or referring business to 
another entity. 

(f) ZsoZated trans~. Isolated fl- 
nancial t- tions. such as a one- 
time sale of property or 8 practice. if 
all of the conditions set forth in par% 
graphs (c)(2) and (cK3) of thla se&On 
are met with respect to an entity m 
the same mnnner as they am19 to an 
employer. There can be no additional 
transactiona between the parties for 6 
months after the isolated transactiOn. 
except for transac tions which are 8~ 
cimally excepted under the other Pro- 
visions in @4I.L366 through 411.387. 

(g) Arrangements with hospikak (1) 
Until January 1, l906, any compensa- 
tion arrangement between a hospital 
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and a physician or a member of a Phy- 
sician’s immediate family if the ar- 

9 411~ Group practice attestation. 

rangement does not relate to the fur- (a) Except as Provided in paragraph 
nishing of clinical laboratory services; (b) of this section, a group practice (a~ 

Ol- defined in section 1877(h)(4) of the Act 

(2) Remuneration provided by a has- and §411.351) must submit a written 

pital to a physician if the remunera- 
statement to its carrier annually to at- 

tion does not relate to the furmahing 
test that, during the most recent 12- 

of clinical laboratory servkes. 
month period (calendar year, fiscal 

(h) Group practice arrangementi with a 
year, or immediately preceding 12- 

hospital. An arrangement between a 
month period) 75 percent of the total 

hospital and a group practice under 
patient care services of group practice 

which clinical laboratory services are 
members was furnished through the 

provided by the group but are billed by 
group, was billed under a billing num- 

the hospital if the following conditions 
ber assigned to the group, and the 

are met: 
amOUnta so received were treated as re- 

(1) With respect to services provided 
ceipts of the group. 

to an inpatient of the hospital, the ar- 
(b) A newly-formed group practice 

rangemE zf is pursuant to the provision 
(one in which physicians have recently 

of inpatient hospital services under 
begun to practice together) or any 
group practice that has been unable in 

section 1861(b)(3) of the Act. the past to meet the requirements of 
(2) The arrangement began before De- section W?(h)(4) of the Act must- 

cember 19, 1999, and has continued in (1) Submit a written statement to at- 
effect without interruption since then. teat that, during the next U-month pe- 

(3) With respect to the cli.n.icaJ la& riod (calendar year, fiscal year, or next 
oratory aervicea covered under the ar- 12 months), it expects to meet the 75 
rangement, substantially all of these percent standard and will take mea- 
servicea furnished to patients of the urea to ensure the standard is met; and 
hospital are furnished by the group (2) At the end of the U-month period, 
under the arrangement. submit a written statement to atteet 

(4) The arrangement is in accordance that it met the 7spercent standard 

with an agreement that ii3 set out f.u during that period, billed for thoee 

writing and that specif¶ea the services seticea under a bilU.ug number as- 

to be furnished by the parties and the signed to the group, and treated 

_ compensation for services furnished amount8 received for the* services a8 

under the agreement. receipts of the group. If the group did 

(5) The compensation paid over the 
not meet the standard, any Medicare 

term of the agreement is consistent 
payment8 made for clinical laboratory 

with fair market value, and the com- 
services furnished by the group during 

pensation per unit of services is fixed 
the U-month period that were condi- 

in advance and is not determined in a 
tioned upon the standard beiug met are 

manner that takes into account the overpayments. 

volume or value of any referrals or 
(c) Once any group has chosen wheth- 

other business generated between the 
er to use it8 fiecal year, the calendar 

parties. 
year, or some other l!&month period, 

(6) The compensation is provided in 
the group practice must adhere to this 

accordance with an agreement that 
choice. 

would be commercially reasonable even 
(d) The attestation must contain a 

if no referral8 were made to the entity. 
statement that the information fur- 

(i) Payments & a physician. Payments 
nished in the atteetation is true and 

made by a physician- 
accurate and must be signed by a group 

(1) To a laboratory in exchange for 
representative. 

the provision of clinical laboratory 
(e) A group that intends to meet the 

definition of a group practice in order 
services; or to qualify for an exception deecribed in 

(2) To an entity as compensation for gj4l.l.355 through 4ll.957, must submit 
other items or service8 that are fur- the attestation required by paragraph 
nished at a price that is consistent (a) or paragraph (b)(l) of this section. 
with fair market value. as applicable, to ite carrier no later 
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than 60 days after receipt of the attes- 
tation instructions from its carrier. 

[a FR 419% Aug. 14, 1995, as amended at 60 
FR 63440. Dec. 11,19%,] 

3 411.331 Reporting requirement& 

(a) Basic We. Except as provided in 
paragraph (b) of this section, all enti- 
ties furnishing items or services for 
which payment may be made under 
Medicare must submit information to 
HCFA concerning their financial rela- 
tionships (aa defined in paragraph Cd) of 
this section), in such form, manner, 
and at such times as HCFA specifies. 

(b) Exception. The requirements of 
paragraph (a) of this section do not 
apply to entities that provide 20 or 
fewer Part A and Part B items and 
services during a calendar year, or to 
designated health services provided 
outside the United States. 

(cl Required information. The iuforma- 
tion submitted to HCFA under para- 
graph (a) of this section must include 
at least the following: 

(1) The name and unique physician 
identification number (UPIN) of each 
physician who hse a financial relation- 
ship with the entity: 

(2) The name and UPIN of each physi- 
cian who has an immediate relative (as 
defined in ~411.351) who has a financial 
relationship with the entity, 

(3) The covered items and services 
provided by the entity; and 

.(4) With respect to each physician 
identified under paragraphs (cXU and 
(c)(2) of this section, the nature of the 
financial relationship (including the 
extent and/or value of the ownership or 
investment iutersst or the compensa- 
tion arrangement, if requested by 
HCFA). 

(d) Reportable financial relationshim. 
For purposes of this section, a financial 
relationship is any ownership or in- 
vestment interest or any compensation 
arrangement, as described in se&Jon 
1877 of the Act. 

(e) Fom and timing of reporb Entities 
that are subject to the requirements of 
this section must submit the required 
information on a HCFA-prescribed 
form within the time parhi spdfied 
by the servicing carrier or inter- 
mediarg. Entities are given at least 30 
days from the date of the carrier’s or 
intermediarg’~ request to provide the 

initial information. Thereafter, an en- 
tity must provide updated information 
within 60 days from the date of any 
change in the submitted information. 
Entities must retain documentation 
sufficient to verify the information 
provided on the forms and, upon re- 
quest, must make that documentation 
available to HCFA or the OIG. 

tfl Consequencf3 of failure to report. 
Any person who is required, but fails. 
to submit information concerning hia 
or her financial relationships in a~- 
cordance with this section is subject to 
a civil money penalty of up to s10.000 
for each day of the period beginning on 
the day following the applicable dead- 
line established under paragraph (e) of 
this section until the information is 
submitted. A.ssessment of these pen- 
alties will comply with the applicable 
provisions of part 1003 of this title. 

(g) PubZic disclosure. Information fur- 
nished to HCFA under this section is 
subject to public disclosure in accord- 
ance with the provisions of part 401 of 
this chapter. 

~41;g.-g 3,y-b-i , 

(a) Period during which HCFA will QC- 
cept requests. The provialons of HUT.370 
through 4ll.389 apply. to requests for 
advisory opinions that are submitted- 
to HCFA after rJovember 3, 1937, and- 
before Aueust ‘a, 2UMk and to any re- 
quests submitted during any other 
time period during which HCFA ia re- 
quired by law to issue the advisory 
opinions described in this subpart. 

(b) Matters that qualify for advisor 
opinions and who map request one. Any 
individual or entity may request a 
written sdvisory opinion from HCFA 
concerning whether a physician’s refers 
ral relating to designated health 8e1+ 
ices (other than clinical laboratory 
services) is prohibited under section 
1877 of the Act. In the advisory opinion, 
HCFA detenniPee whether a business 
mement described by the parties 
to that arrangement appears to con- 
stitute a %nancial relationsUp” @a 
defined in section 18TVaX2) of the Act) 
that copld potentially restrict a physi- 
cian’s referrals, and whether the a~ 
rangement or the. designated health 
services at issue appear to qualify for 
a~g 0f fb ~XC~~~~OUEI t0 the mfefial 
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prohibition described in section 1877 of WXlCY Of the Government. In addition. 
the Act. in connection with any request for an 

(1) The request must involve an exist- advisory opinion, HCFA, the OIG, or 
ing arrangement or one into which the the Department of Justice may con- 
requestor. in good faith, specifically duct whatever independent investiga- 
plans to enter. The planned arrange- tion it believes appropriate. 
ment may be contingent upon the 
party or parties receiving a favorable 

(63 FR 1655. Jan. 9. X398] 

advisory opinion. HCFA does not con- 
sider, for purposes of an advisory opin- 

8411~~ehroudm for submitting a 

ion, requests that present a general 
question of interpretation, pose a hypo- 

(a) Format for a request. A party or 

thetical situation, or involve the ac- 
parties must submit a request for an 

tivities of third parties. 
advisory opinion to HCFA in writing, 

(2) The requestor must be a party to 
including an origlnal request and 2 cop- 

the existing or proposed arrangement. 
ies. The request must be addressed to: 
Health Care Financing Administration, 

(c) Matters not subject to advisory opin- 
ions. HCFA does not address through 

Department of Health and Human 
Services, Attention: Advisory Opin- 

the advisory opinion process- ions, P.O. Box 26505, Baltimore, MD 
(1) Whether the fair market value 21207. 

was, or will be, paid or received for any (b) Information HCFA requires with all 
goods, services, or property; and submissions. The request must include 

(2) Whether an individual is a bona the following: 
fide employee within the requirements (1) The name, address, telephone 
of section 3l2l(d)(2) of the Internal Rev- number, and Taxpayer Identification 
enue Code of 1986. Number of the requestor. 

;d) Facts subject to advisory opinions. (2) The names and addresses, to the 
HCFA considers requests for advisory extent known, of all other actual and 
opinions that involve applying specific potential parties to the arrangement 
facts to the subject matter described in that is the subject of the request. 
paragraph (b) of this section. Reques- (3) The name, title, address, and day- 
tars must include in the advisory opin- time telephone number of a contact 
ion request a complete description of person who will be available to discuss 
the arrangement that the requestor is the request with HCFA on behalf of the 
undertaking, or plans to undertake, as requestor. 
described in § 4X.372. (4) A complete and siecific descrip 

(e) Requests that will not be accepted. tion of all relevant information bear- 
HCFA does not accept an advisory ing on the arrangement, including- 
opinion request or issue an advisory (i) A complete description of the ar- 
opinion if- rangement that the requestor is under- 

(1) The request is not related to a taking, or plans to undertake, includ- 
named individual or entity; ing: the purpose of the arrangement; 

(2) HCFA is aware that the same, or the nature of each party’s (including 
substantially the same, course of ac- each entity’s) contribution to the ar- 
tion is under investigation, or is or has rangement; the direct or indirect rela- 
been the subject of a proceeding involv- tionships between the parties, with an 
ing the Department of Health and emphasis on the relationships between 
Human Services or another govem- physicians involved in the arrangement 
mental agency: or (or their immediate family members 

(3) HCFA believes that it cannot who are involved) and any entities that 
make an informed opinion or could provide designated health services; the 
only make an informed opinion after types of services for which a physician 
extensive investigation, clinical study, wishes to refer, and whether the refer- 
testing, or collateral inquiry. rals will involve Medicare or Medicaid 

(0 Effects of an advisory opinion on patients: 
other Governmental authority. Nothing (ii) Complete copies of all relevant 
in this part limits the investigatory or documents or relevant portions of doc- 
prosecutorial authority of the OIG, the uments that affect or could affect the 
Department of Justice, or any other arrangement, such as personal services 
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or employment contracts, leases, 
deeds, Pension or insurance plans, fi- 
nancial statements, or stock certifi- 
cates (or, if these relevant documents 
do not yet exist, a complete descrip 
tion, to the best of the requestor’s 
knowledge, of what these documents 
are likely to contaln); 

(iii) Detailed statements of all cqllat- 
era1 or oral understandings, if any; and 

(iv) Descriptions of any other ar- 
rangements or relationships that could 
affect HCFA’s analysis. 

(5) Complete information on the iden- 
tity of all entities involved either di- 
rectly or indirectly in the arrange- 
ment, including their names, addresses, 
leg4 form, ownership structure, nature 
of the business (products and services) 
and, if relevant, their Medicare and 
Medicaid provider numbers. The re- 
questor must also include a brief de- 
scription of any other entities that 
could affect the outcome of the opin- 
ion, including those with which the re- 
questor. the other parties, or the im- 
mediate family members of involved 
physician, have any financial rela- 
tions+ips (either direct or indirect, and 
as defined in section 1877(a)(2) of the 
Act and #411.251), or in which any of 
the parties holds an ownership or con- 
trol interest as defined in section 
ll24(aM3) of the Act. 

(6) A discnaalon of the specific issues 
or queetlone the requestor would like 
HCFA to address inclnding, if possible, 
a description of why the requestor bs 
lieves the referral prohibition in set- 
tion 187’7 of the Act might or might not 
be triggered by the arrangement and 
which, if any, exceptions to the prohi- 
bition the requestor believes might 
apply. The requestor should attempt to 
designate which facts 8~8 relevant to 
each issue or question raised in the I%- 
quest and should cite the provisions of 
law under which each issue or question 
arises. 

(7) An indication of whether the par- 
ties involved in the request have also 
asked for or are planning to ask for an 
advisory opinion on the arrangement 
in question from the 010 under section 
1128D(b) of the Act (42 U.&C. 13!2Oa- 
7d(b)) and whether the arrangement is 
or is not, to the best of the requestor’s 
knowledge, the subject of an invest&a- 
tion. 

(8) The certification(s) described in 
§411.373. The certification(s) must be 
signed by- 

(i) The requestor, if the requestor is 
an individual; 

(ii) The chief executive officer, or 
comparable officer, of the requestor, if 
the requestor is a corporation; 

(iii) The managing partner of the re- 
questor, if the requestor is a partner- 
ship; or 

(iv) A managing member, if the re- 
questor is a limited liability company. 

(9 A check or money order payable 
to HCFA in the amount described in 
0 411.375(a). 

(c) Additioiral infonncrtion HCFA might 
require. If the request does not contain 
all of the information required by para- 
graph (b) of this section, or, if either 
before or after accepting the request, 
HCFA believes it needs more informa- 
tion in order to render an advisory 
opinion, it may request whatever addi- 
tional information or documents it 
deema necessary. Additional informa- 
tion must be provided in writing. 
signed by the same person who signed 
the initial request (or by an individual 
in a comparable position). and be cer- I 
tined 88 described in §W.373. 
163 m 1666, Jan. B, 199q 

0411373 ~catioa 
(a) Eperg muest must include ths 

following signed certiflcatiion: “With 
knowledge of the penalties for faJse 
statements provided by 18 U.&C. 1001 
and with knowAedge that this request 
for an advisory opinion is being sub- 
mitted to t&e. Department of Health 
and Human Services,- I .ce$tify that.all 
of the information provided Is true .@d 
correct, and constitutes a complete d& 
scription of the facta regarding which 
an advisory opinion Is sought, to the 
best of my lrnowledge and belief.” 

(b) If the advisory opinion relates to 
a proposed arrangement, in addition to 
the certification required by paragraph 
(a) of this section, the following certiil- 
cation must be included and signed by 
the requestor: “The arrangement de 
scribed in this request for-au advisory 
opinion is one into which [the re- 
questor], in good faith, plans to enter.” 
This statement may be made contin- 
gent on a favorable advisory opinion. 
in which oaae the requestor ahodd aa 
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one of the following phrases to the cer- questor asks HCFA to continue work- 
tification: ing on the request. 

(1) “if HCFA issues a favorable advi- 
sory opinion.” 

(2) “if HCFA and the OIG issue favor- 
able advisory opinions.” 

[63 FR 1656, Jan. 9.19981 

9411.375 Fees for the coet of advisory 
opiniona 

(a) Initial payment. Parties must in- 
clude with each request for an advisory 
opinion submitted through December 
31, 1998, a check or money order pay- 
able to HCFA for $250. For requests 
submitted after this date, parties must 
include a check or money order in this 
amount, unless HCFA has revised the 
amount of the initial fee in a program 
issuance, in which case, the requestor 
must include the revised amount. This 
initial payment is nonrefundable. 

(b) How costs are calculated. Before 
issuing the advisory opinion, HCFA 
calculates the costs the Department 
has incurred in responding to the re- 
quest. The calculation includes the 
costs of salaries, benefits, and overhead 
for analysts, attorneys, and others who 
have worked on the request, 88 well as 
administrative and supervisory support 
for these individuals. 

(c) Agreement to pay all coots. (1) BY 
submitting the request for an advisory 
opinion, the requestor agrees, except as 
indicated in paragraph (c)(3) of this 
section, to pay all costs the Depart- 
ment incurs in responding to the re- 
quest for an advisory opinion. 

(2) In its request for an tivisory 
opinion, the requestor may designate a 
triggering dollar amount. If HCFA esti- 
mates that the costs of prdcsssing the 
advisory opinion request have reached 
or are likely to exceed the designated 
triggering dollar amount, HCFA noti- 
fies the requestor. 

(4) If the requestor chooses not to 
pay for HCFA to complete an advisory 
opin.ion,~or withdraws the request, the 
requestor is still obligated to pay for 
all costs HCFA has identifled a.~ costs 
it incurred in processing the request 
for an ,advisory opinion, up to that 
point. 

(5) If the costs HCFA has incurred in 
responding to the request are greater 
than the amount the requestor has 
paid. HCFA, before issuing the advisory 
opinion, notifies the requestor of any 
additional amount that is due. HCFA 
does not issue an advisory opinion 
until the requestor has paid the full 
amount that is owed. Once the re- 
questor has paid HCFA the total 
amount due for the costs of processing 
the request, HCFA issues the advisory 
opinion. The time period HCFA has for 
issuing advisory opinions is suspended 
from the time HCFA notifies the re- 
qnestor of the amount owed until the 
time HCFA receives full paYmerit. 

(d) Fees fw outside erperts. (1) III addi- 
tion to the fees identified in this sec- 
tion, the requestor also must pay any 
required fees for expert opinions, if 
any, from outside sources, as described 
in 5 411.377. 

(2) The time period for issuing an ad- 
visory opinion is suspended from the 
time that HCFA notifies the requestor 
that it needs an outside expert opinion 
until the time HCFA receives that 
opinion. 

[63 FR 1656, Jan. 9.19981 

plrll~w E&pert opinions from outside 
l9ource8. 

(3) If HCFA notifies the requestor 
that the actual or estimated cost of 
processing the request has reached or 
is likely to exceed the triggering dollar 
amount, HCFA stops processing the IT+ 
quest until the requestor.makes a writ- 
ten request for HCFA to continue. If 
HCFA is delayed in processing the re- 
quest for an advisory opinion because 
of this procedure, the time within 
which HCFA must issue an advisorg 
opinion is suspended until the re- 

(a) HCFA may request expert advice 
from qualified sources if HCFA believes 
that the advice is necessary to respond 
to a request for an advisory opinion. 
For example, HCFA may require the 
use of accountants or business experts 
to aasess the structure of a complex 
business arrangement or to ascertain a 
physician’s or immediate family mem- 
ber’s financial relationship with entl- 
ties that provide designated health 
services. 

(b) If HCFA determines that it needs 
eo obtain expert advice in order to 
issue a requested advisorY OPiaion, 
HCFA notifies the requestor of that 

. . 
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fact and provides the identity of the 
appropriate expert and an estimate of 
the costs of the expert advice. As indi- 
cated in $411.375(d), the requestor must 
pay the estimated cost of the expert 
advice. 

(c) Once HCFA has received payment 
for the estimated cost of the expert ad- 
vice, HCFA arranges for the expert to 
provide a prompt review of the issue or 
issues in question. HCFA considers any 
additional expenses for the expefi ad- 
vice, beyond the estimated amount, as 
part of the costs HCFA has incurred in 
responding to the request, and the re- 
sponsibility of the requestor, as de- 
scribed in 9 4l1.3’Wc). 

[63 FR 1657, Jan. 9.19931 

0 411578 Withdrawing a requesL 
The party requesting an advisory 

opimon may withdraw the request be- 
fore HCFA issues a formal advisory 
opinion. This party must submit the 
withdrawal in writing to the same ad- 
dress as the request, as indicated in 
§4lL372(a). Even if the party withdraws 
the request, the party must pay the 
costs the Department has expended in 
processing the request, as discussed in 
5411.375. HCFA reserves the right to 
keep any request for an advisory opin- 
ion and any accompanying documents 
and information, and to use them for 
any governmental purposes permitted 
by law. 
[&3 FR 1657. Jan. 9.1996J 

941lz When HCFA acea- a re- 

(a) Upon rece~ivi.ng a request for an 
advisory opinion, HCFA promptly 
makes sn initial determination of 
whether the request includes all of the 
information it will need to process the 
request. 

(b) .Within 15 working days of receiv- 
ing the request, HCFA- 

(1) Formally accepts the request for 
an advisory opinion; 

(2) Notifi~ the requestor about the 
additional information it needs, or 

(3) Declines to formally accept the 
request. 

(c) If the requestor provides the addi- 
tional information HCFA has re- 
quested, or otherwise resubmits the r* 
quest, HCFA processes the resabmia- 

42 CFR Ch. IV (10-l-00 Edttkm) 

SiOn in accordance with paragraphs (a) 
and (b) of this section as if it were an 
initial request for an advisory opinion. 

(d) Upon accepting the request, 
HCFA notifies the requestor by regular 
U.S. mail of the date that HCFA for- 
mally accepted the request. 

(e) The !30-day period that HCFA has 
to issue an advisory opinion set forth 
in §4l1.38O(c) does not begin until 
HCFA has formally accepted the re- 
quest for an advisory opinion. 

[63 FR 1657, Jan. 9.1998] 

9411.380 When HCFA issaea a formal 
advisory opinion, 

(a) HCFA conaiders an advisory opin- 
ion to be issued once it has received 
payment and once the opinion has been 
dated, numbered, and signed by an au- 
thowd HCFA official. 

03) &I advisory opinion contains a 
description of the material facts known 
to HCFA that relate to the axrange- 
ment that is the subject of the advi- 
sory opinion, and states HCFA’s opin- 
ion about the subjetct matter of the re- 
quest baeed on those facts. If nec- 
essary, HCFA includes in the advisory 
opinion material facts that could be 
considered wn5dential information or 
trade secrets within the meaning ofI8 
U.&C. 10% r 

(Ml) HCFA iasass an advisory oLg& 
ion, in accor&nce ait& the PKmq8 
ofthi8parLwNhtn9@dwsafteritbas 
formally accepted tho’reque?5t for 80 
advisory opinion, or: for requests that 
HCFA determines, in its dlscMiOn, in- 
volve complex- legal issues Or highly 
complicated fact patterns. within a 
reasonable time period. 

(2)Ifthe9OthdfbyfaUsonaSs~, 
Sunday, or Federal hoMay, ths time 
pe~riod ends at the close of the first 
business day following the weekend’or 
holiday; 

(3) The f%day period L enependd 
from the time HCFA- 

(I) NotUle~ the x-qm&ar that the 
CO&E have reached or are lik&? to 8X- 
teed the tr&gerW 8p1O~ti aa de- 
scribed in $4U.sIs(cX2> untfl HCFA L’B- 
ceivea written notAce Mm the * 
questor tc continue -iUJ tfis re+ 
quest; 

(ii) Bequests additional informsti0n 
from the requestor until HCFA mcdvm 
the adciition&.I infcwmBtion: 



Health Cure Fjnancing Administration, HHS 9411.388 

(iii) Notifies the requestor of the full 
amount due until HCFA receives pay- 
ment of this amount; and 

(iv) Notifies the requestor of the need 
for expert advice until HCFA receives 
the expert advice. 

(d) After HCFA has notified the re- 
questor of the full amount owed and 
has received full payment of that 
amount, HCFA issues the advisory 
opinion and promptly mails it to the 
requestor by regular first class U.S. 
mail. 

[83 FR 3657. Jan. 9.19981 

9411.382 HCFA’s right to rescind advi- 
sory opinioM. 

Any advice HCFA gives in an opinion 
does not prejudice its right to recon- 
sider the questions involved in the 
opinion and, if it determines that it is 
in the public interest, to rescind or re- 
voke the opinion. HCFA r~ovides no- 
tice to the requestor of its decision to 
rescind or revoke the opinion so that 
the requestor and the parties involved 
in the requestor’s arrangement may 
discontinue any course of action they 
have taken in accordance with the ad- 
visory opinion. HCFA does not proceed 
against the requestor with respect to 
any action the requestor and the in- 
volved Parties have taken in good faith 
reliance upon HCFA’s advice under this 
part, provided- 

(a) The requestor presented to HCFA 
a full, complete and accurate descrip 
tion of all the relevant facts: and 

(b) The parties promptly discorrtinue 
the action upon receiving notice that 
HCFA had rescinded or revoked its ag 
proval, or discontinue the action with- 
in a reasonable “wind down” period, as 
determined by HCFA. 

[83 FR 1657. Jan. 9.19981 

3411.384 Disclo@in# advisory opinioms 
and supporting mfoxmation. 

(a) Advisory opinions that HCFA 
issues and releases in accordance with 
the procedures set forth in this subpart 
are available to the public. 

(b) Promptly after HCFA issues an 
advisory opinion and releases it to the 
requestor, HCFA makes available a 
copy of the advisory opinion for public 
inspection during its normal hours of 

Operation and on the DEiHSIEICFA web 
site. 

(C) hY predecisional document, or 
Part of such predecisional document, 
that is prepared by HCFA, the Departr 
ment of Justice, or any other Depart- 
ment or agency of the United States in 
connection with an advisory opinion 
request under the procedures set forth 
in this part is exempt from disclosure 
under 5 U.S.C. 552, and will not be made 
publicly available. 

(d) Documents submitted by. the re- 
questor to HCFA in connection with a 
request for an advisory opinion are 
available to the public to the extent 
they are required to be made available 
by 5 U.S.C. 552, through procedures set 
forth in 45 CFR part 5. 

(e) Nothing in this section limits 
HCFA’s obligation, under applicable 
laws, to publicly disclose the identity 
of the requesting party or parties, and 
the nature of the action HCFA has 
taken in response to the request. 

[83 FR 1657, Jan. 9.19981 

~4ll$S$i~~F’A’s advisory opiniona as 

The procedures described in this sub- 
Part constitute the only method by 
which any individuals or entities -can 
obtain a binding advisory opinion on 
the subject of a physician’s referrals. 
as described in ~G.l.370. HCF’A has not 
and does not issue a binding advisory 
opinion on the subject matter in 
g411.370, in either oral or written form. 
except through written opinions it 
issues in accordance with this subpart. 

[63 FR 1658. Jan. 9.19981 

041~~&~~rties atkted by advisory 

An advisory opinion issued by HCFA 
does not apply in any way to any mdi- 
vidual or entity that does not join in 
the request for the opinion. Individuals 
or entities other than the requestor 
may not rely on an advisory opinion. 

[83 FR 1658. Jan. 9.19981 

~411.388 When advisow Option are 
not admissible evidence. 

The fa.ih.re of a party to seek’or tc 
receive an advisory opinion may not be 
introduced into evidence to Prove that 
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the party either intended or did not in- 
tend to violate the provisions of sec- 
tions 1128, llZ8A or 1128B of the Act. 

[83 FR 1658. Jan. 9.19981 

3 411389 Range of the advhry opin- 
ion. 

(a) An advisory 0pFnton states only 
HCFA’s opinion regarding the ‘subject 
matter of the request. If the subject of 
an advisory opinion is an arrangement 
that must be approved by or is regu- 
lated by any other agency, HCFA’s ad- 
visory opinion cannot be read to indi- 
cate HCFA’s views on the legal or fac- 
tual issues that may be raised before 
that agency. 

(b) An advisory opinion that HCFA 
issues under this part does not bind or 
obligate any agency other than the De- 
partment. It do88 not affect the reques- 
tor’s, or anyone else’s, obligations to 
any other agency, or under any etatu- 
tory or regulatory provision other than 
that which is the specific subject mat- 
t8r Of the SdviSOI’y Opinion. 

[O FR 1659. Jan. 9,1996] 

4411.400 P8yment fclr czwtodM cuw 
ands6rvi~notr88aoMbl8luld 
pm* 

(a) Co7zdifims fat poynent. Notwith- 
standing the exclusions set forth in 
§411.15 (g) and (k). Medicare pays for 
“ctdcdi~ cant” and “&FYViC8S not r8a- 
sonable and n8C8SS8U’yy’ if th8 fOllOwing 
conditions ar8 met: 

(1) The services were fur&shed by a 
provider or by a practitioner or eug 
plier that had accepted sasignment of 
benefits for thOf38 88I’ViCeS. 

(2) Neither tih8 beneficiary nor th8 
provider, practitioner, or supplier 
knew, or could reasonably have been 
expected to know, that the services 
were excluded from coverage under 
$411.15 (g) or (k). 

(b) Time limits on payment. (1) Basic 
rule. Except as provided in paragraph 
(b)(2) of this section, payment may not 
be made for inpatient hospital care, 
posthospital SNF car% or home health 
setices furnished after th8 earlier Of 
the following: 

42 CFRCh.IV( 10-l-00 Edit&Q 

(i) The day on which the beneficiary 
has been determined, under $411.404, to 
have knowledge, actual or imputed, 
that the services were excluded from 
coverage by reason of §411.15(g) or 
$411.15(k). 

(ii) Th8 day on which the provider 
has been determined, KU.Id8r $411.406 to 
have knowledge, actual or imputed, 
that the services are excluded from 
coverage by reason of $411.15(g) or 
9 411.15(k). 

(2) Erception. Payment may be made 
for services furnished during the first 
day after th8 limit established in par%- 
graph (b)(l) of thle section, if the PRO 
or the intA3RIiediarg determines that 
the additional period of one day is nec- 
essary for planning p0stAischarge 
CU-8. It the PRO Or th8 int8RIl8di&Uy 
determines that yet another day is net- 
essarg for planning post-dlscharg8 
care, payment may b8 made for serv- 
ices furnished during the second day 
after the limit established in paragraph 
(b)(l) of this section. 

c4lyoa’oaIn-~ti~ of belle- 

(a) Co7uLions for inde7nnijicution. If * 
Medicare payment is precluded because 
th8 conditions of I4ll.MKNa)(2) 8p8 Isot 
met. Medicare indemnliles the bane- 
ficiary (and FBCOVBI’S from th8 pr.Ovidbr, 
pn~~titionst. . or supplier), if the fol- 
io* conditions arc met: 

(1) The beneflcirrrg paid the provider, 
practitioner, or supplier some or all of 
th8 Charg8l9 for the excluded S8ITiCe8. 

(2)Che beneficisrg did not know and 
could not reasonably have been ex- 
pected to loloW that the S8rPiC8s were 
not COVBIpBd. 

(3) The provider, PIXCtitiOnet, Or SUP 
plier knew, or could reasonably have 
been expected to know that the 8817~ 
iC88 WeI’ not covered. 

(4) The ben8fiCiaT’Y file8 a Pmwr r8- 
quest for iXLd8mtLiflCatiOn before th8 
end of the sixth month after whichever 
of the folloWl.ng is later: 

(1) The month is which the b8n8- 
ficiary paid the provider, prectitiOn8r. 
or supplier. 

(ii) The IUOIlth in Which the m8r- 
mediary or carrier notified the berm- 
ficiary (or someone on his or her b 
h&r) that the beneficiary would not be 
liable for the ser~lces. 
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For good cause shown by the bene- 
ficiary, the 6-month period may be ex- 

(2) The group or committee respon- 

tended. 
sible for utilization review for the pro- 
vider that furnished the services. 

(b) Amount of indemnification.’ The 
amount of indemnification is the total 
that the beneficiary paid the provider, 
practitioner, or supplier. 

(c) Effect of indemnification. The 
amount of indemnification is consid- 
ered an overpayment to the provider, 
practitioner, or supplier, and as such is 
recoverable under this part or in ac- 
cordance with other applicable provi- 
sions of law. 

(3) The provider, practitioner, or sup 
plier that furnished the service. 

4 411.m Criteti for detemhing that 

9 4”,.~~~~~+a for determining that 
knew that service.8 

were exclu ed from coverage 88 .-7 
tztdd.4 caw or as not reasonable 
andneceseary. 

(a) Basic rule. A beneficiary who re- 
ceives services that constitute custo- 
dial care under 5411.15(g) or that are 
not reasonable and necessary under 

I §4ll.l5(k), is considered to have known 
that the services were not covered if 
the criteria of paragraphs (b) and (c) of 
this section are met. 

a provider, practitioner, or su 
knew that aervicee were exe udd P 

plier 

fnxn coverage as custodial care or 
asnot reasonable and mcesary. 

(a) Basic rule. A provider, practi- 
tioner, or supplier that furnished serv- 
ices which constitute custodial care 
under !j4.ll.l5(g) or that are not reason- 
able and necessary under §4ll.l5(k) is 
considered to have known that the 
services were not covered if any one of 
the conditions specified in paragraphs 
(b) through (e) of this section is met. 

(b) Notice from the PRO. intermediary 
or carrier. The PRO, intermediary, or 
carrier had informed the provider, 
practitioner, or supplier that the serv- 
ices furnished were not covered, or that 
similar or reasonably comparable serv- 
ices were not covered. 

(b) Written notice. Written notice has 
been given to the beneficiary, or to I 
someone acting on his or her behalf, 
that the services were not covered be- 
cause they did not meet Medicare cov- 
erage guidelines. A notice concerning 
similar or reasonably comparable serw- 
ices furnished on a previous occasion 
also meets this criterion. For example, 
program payment may not be made for 
the treatment of obesity, no matter 
what form the treatment may take. 
After the beneficiary who is treated for 
obesity with dietary control is in- 
formed in writing that Medicare will 
not pay for treatment of obesity, he or 
she will be presumed to know that 
there will be no Medicare payment for 
any form of subsequent. treatment .of 
this condition, including use of a corn 
bination of exercise, machine treat- 
ment, diet, and medication. 

(c) Notice from the utilization review 
committee or the benejiciary’s attending 
phyician. The atiUatlon review group 
or committee for the provider or the 
beneficiary’s attending physician had 
informed the provider that these serv- 
ices were not covered. 

(a Notice from the provi@. practi- 
tioner, or supplier to the. beneficirrry. Be- 
fore the services were furnished, the 
provider, practitioner or supplier in- 
formed the beneficiary that- 

(1) The services were not covered; or 
(2) The beneficiary no longer needed 

covered services. 

(c) Source of notice. The notice was 
given by one of the following: 

(1) The PRO, intermediary, or car- 
rier. 

I For services furnished before 1968. the in- 
demnification amount was reduced by any 
deductible or coinsurance amounts that 
would have been applied if the services had 
been covered. 

(e) Knowledge tied on ee, ac- 
tuul notice, or constnrctive notice. It is 
clear that the provider, practitioner. or 
supplier coald have been expected to 
have known that the setices were ex- 
cluded. from coverage on the basis Of 
the following: ” 

(1) Its receipt of HCFA notices, in- 
chdbg manual issuances, bulletins, or 
other written guides or dLreCtiVeS from 
intermedhries, carriers, or PROS, in- 
cluding notification of PRO screening 
criteria specific to the condition of the 
beneficiary for whom the furnished 
services are at issue and of medical 
procedures subject to preadmission K 
view by a PRO. 
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(2) FEDERAL REGISTER publications 
containing notice of national coverage 
decisions or of other specifications re- 
garding noncoverage of an item or 
service. 

(3) Its knowledge of what are consid- 
ered acceptable standards of practice 
by the local medical community. 

1% FR 41734, Oct. 11. 1989, 89 amended at 60 
FR 48425. Sept. 19. 1995] 

3411.408 Re*?I+l of apIouIlte oollected 
fobbep~rl~lan servlcea not reaaoll- 

ecessary, payment not ac- 
cepted on an asmgnment-related 
basis. 

(a) Basic rule. Except as provided in 
paragraph (d) of this section, a physi- 
cian who furnishes a beneficiary serv- 
ices for which the physician does not 
undertake to claim payment on an as- 
signment-related basis must refund 
any amounts collected Porn the bene- 
ficiary for services otherwise covered if 
Medicare payment is denied because 
the services are found to be not reason- 
able and necessary under 5 411,15(k). 

(b) Time limits for making refunds. A 
timely refund of any incorrectly col- 
lected amounts. of money must be made 
to the beneficiary tc whom the services 
were furnished. A refund is timely if- 

(1) A physician who does not request 
a review within 30 days after receipt of 
the denial notice makes the refund 
within that time period; or 

(2) A physician who files a request for 
review within 30 days after receipt of 
the denial notice makes the refund 
within 15 days titer receiving notice of 
an initial adverse review detenrdna- 
tion. whether or not the physician fur- 
ther appeals the initial adverse review 
determination. 

(c) Noticesrand appeals. If payment is 
denied nonassignment-related 
claims because the setices are found 
to be. not reasonable and necessary, a 
notice of denial will be sent to both the 
physician and the beneficiary. The phy- 
sician who does not accept assignment 
will have the same rights as a phyei- 
cian who submits cldma on an assign- 
ment-related basis, as detailed in sub- 
partHofpart405andsubpartBofprrrt 
473, to appeal the determination, and 
will be subject to the 8ame time limi- 
tations. 

42 CFR Ch. IV (lCL1-00 Edftkm) 

(d) When a refund is not required. A re- 
fund of any amounts collected for serv- 
ices not reasonable and necessary is 
not required if- 

(1) The physician did not know, and 
could not reasonably have been ex- 
pected to know, that Medicare would 
not pay for the service; or 

(2) Before the service was provided- 
(i) The physician informed the bene- 

ficiary, or someone acting on the bene- 
ficiary’s behalf, in writing that the 
physician believed Medicare wa9 likely 
to deny payment for the specific serv- 
ice; and 

(ii) The beneficim (or someone eligi- 
ble to sign for the beneficiam under 
442436(b) of this chapter) signed a 
statement agreeing to pay for that 
service. 

(e) Criteria for determining that a pity- 
sic&n knew that services were e&u&d as 
not reasonable and necessary. A physi- 
cian will be detenntned to have known 
that furnished services were excluded 
from coverage as not reasonable and 
necessary if one or more of the condi- 
tions in g4ll.406 of this subpart me 
met. 

(f) Acceptable evihe of prior notice to 
a beneficiary that Medicare was likely to 
deny payment for a pcrrticula~ seruic+.To 
qualify for waiver of the refun&.r* 
quirement under paragraph (dX% of 
this section, the physician must inform 
the bene&ary (or person acting on hi8 
or her behalf) that the phgsician be- 
lieves Medicare is likely to deny pay- 
ment. 

(1) The notice must- 
(i) Be Ln writing, using approved no- 

tice language; 
(ii) Cite the particular service or 

services for which payment is llkelY to 
be denied; aud 

(iii) cite the physician’s reasons for 
believing Me&care payment will be de- 
med. 

(2) The notice is not acceptable evi- 
dence if- 

(i) The physician routinely gives this 
notice to all beneficiaries for whom he 
or she furnishes SetiCeS; Or 

(ii) The notice is no more than a 
statement to the effect t&t there is a 
possibility that Medicare may not pag 
for the service. 

(g) Applicabili~ ofsan~tian~ to PhYsi- 
am wpho fail to make refunds ulrder this 
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section. A physician who knowingly and 
willfully fails to make refunds as re- 

s@qxldD-Bodc~torDet8f- 

quired by this section may be subject 
mlnlng Rorpecttve RYymerlt Federd 
Rat8sforlnpatlentoperothpcortr 

to sanctions aa provided for in chapter 
V. parts 1001, 1002, and 1003 of this title. 412.60 DRG classification and weighting fac- 

tors. 
[55 FR 24568. June 18. 1990; 55 FR 35142.35143, 412.62 Federal rates for inpatient operating 
Aug. 23.19901 costs for fiscal year 1984. 

412.63 Federal rates for inpatient operating 

PART 412~PROSPECTIVE PAYMENT costs for 5acal years after Federal fiii 

SYSTEMS FOR INPATIENT HOS- 
year 1984. 

PITAL SERVICES Stbpa6-o(T-Pe- 
fbdfkrymmtRat8sfortfieRospecttve 

SubpartA-GenemlRovls&ns ~syrtem~lnpcrllentoper- 
cltlng- 

Sec. 
412.1 Scope of part. 
412.2 Basis of payment. 
412.4 Discharges and transfers. 
412.6 Cost reporting periods subject to the 

prospective payment systems. 
412.8 Publication of schedules for deter- 

mining prospective payment rates. 
412.10 Changes in the DRG classi5cation 

system. 

412.20 Hospital services subject to the pro- 
spective payment systems. 

412.22 Excluded hospitals and hospital 
units: General rules. 

412.23 Excluded hospitals: ClassUications. 
4l2.25 Excluded hospital units: Common re- 

ouirements. 
4l2.27 Excluded psychiatric unite: Addi- 

tional requirements. 
412.29 Excluded rehabilitation units: Addi- 

tional recmirementa. 
412.30 Exclusion of new rehabilitation units 

and expansion of units already excluded. 

412.40 General requirements. 
412.42. Limitations on charges to berm- 

ficiaries. 
412.44 Medical review reqnirements: Admis- 

sions and Quality review. 
412.46 Medical review re&rements: Phssf- 

cian acknowledgement. 
412.48 Denial of payment as a result of ad- 

missions and quality review. 
412.50 Furnishing of Inpatient hospital serv- 

ices directly or under arrangements. 

412.70 General description. 
412.71 Determination of base-year inpatient 

operating costs. 
412.72 ModiBcation of &year costs. 
412.73 Determination of the hospital-spe- 

cific rate based on a Federal 5scal year 
1982 base period. 

412.75 Determination of the hospital-spe- 
ci5c rate for inpatient operating costs 
based on a Federal fiscal year 1987 base 
period. 

4X2.77 Dee rmination of the hospital-spe- 
cific rata for inpatient operating Costa 
for certain sole community hospitals 
based on a Federal fiscal gear l!396 base 
pel-iod. 

4X.78 Recovery of exceaa tzxnaition period 
y.ay.e&amounte resulting from nnlaw- 

422.80 Generslprovistons. . 
412.82 Payment for extended le&th~f-stay 

casea (day outliers). 
412.84 Payment for extraordinarily high- 

cost case8 (cost outliela). 
412.86 Payment for ertraordimu%y high- 

cost day outliere. 

412.90 General rules. 
412.92 Special treatment: Sole community 

hospitala. 
4X2.96 Special treatment: Rafemd centin3. 
412.98 l-iba?medl 
412.100 Special treatment: Renal -plan- 

tation centers. 
412.102 Special treatment: Hospitals located 

inarea9thatarereclaasifledfromnrban 
to rural a8 a result of a geographic redeg 
igl&iOn. 

412.103 Special treatment: Hoepitcrls located 
in urban ~r888 and that apply for reel* 

412.52 Reporting and recordkeeping requirs emcation PB rural. 
menta. 412.104 Special treakznent.: HoapiW with 

a&h percentage of ESR.D discharges. 
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412.105 Special treatment: Hospitals that 
incur indirect costs for graduate medical 
education programs. 

412.106 Special treatment: Hospitals that 
serve a disproportionate share of low-in- 
come patients. 

412.107 Special treatment: Hospitals that re- 
ceive an additional update for FYs 1998 
and 1999. 

412.250 
412.252 
412.254 
412.256 
412.258 
412.260 
412.262 

ber 
412.264 

42 CFR Ch. IV (10-l-00 Editkm) 

Sources of MGCRB’s authority. 
Applications. 
Proceedings before MGCR.B. 
Application requirements. 
Parties to MGCR.B proceeding. 
Time and place of the oral hearing. 
Diequalification of an MGCRE mem- 

Evidence and comments in MGCRB 
412.103 Special treatment: Medicare-depend- 

ent, small rural hospitals. 
proceeding. 

412.109 Special treatment: Essential access 
412.266 Availability of wage data. 

community hospitals (EACHs). 
412.268 Subpoenas. 
412.270 Witnesses. 
412.212 Record of proceedings before the 

MGCRB. 
412.273 Withdrawing an application. 

412.110 Total Medicare payment. 
412.274 Scope and effect of an MGCRB deci- 

412.112 Payments determined on a per case 
don. 

basis. 
412.276 Timing of MGCRH decision and its 

412.113 Other payment& am&. 

412.115 Additional payments. 
412.270 Adminiatrator’a review. 

412.116 Method of payment. 
4l2.280 Representation. 

412.120 Reductions to total payments. 
412.125 Effect of change of ownership on subport& -~-syrtem 

payments under the prospective pa-yment f=~-Horpl(dccpi#- 
systems. 

412.130 Retroactive adjustments for incor- 
rectly excluded hospitals and units. 

SdpaIts l-J-[ms8rv8dl 

4l2.200 General provisions. 
432.204 Payments to ho&t&a locati in 

Puerto Rico. 
412.208 Puerto Rico rates for Federal flecal 

year 1988. 
4l2.210 Puerto Rico rate6 for fiscal year73 

after Federal flecal year 1988. 
412.2l2 National rate. 
412.220 Special treatment of certain bob 

pit& located in Puerto Rico. 

sllbpml-TheMedane- 
-R8vl8wBoad 

4l2.po Criteria for an individual hospital 
aeeklng redesignation to another rural 
areaoranurbanarea. 

412.232 Criteria for all hospitals in a & 
county seeking urban redesignation. 

412.234 Criteria for all hospitals in an urban 
county seeking redesignation to another 
urban area. 

412.236 Alternative Criteria for hospitals lo- 
oatedin8nNEcMA. 

COblPOSI'ITON AND hOCEDURES 

412.246 MGCRB member% 
412.248 Number of members needed for a de- 

cision or a hearing. 

GENERALPROVISIONS 
412.2CO Scope of subpart and definition. 
41232 Introduction to capital costs. 
4l2.204 Implementation of the capital pro- 

spective pfwment system. 

BASICA~ETH~DOLOGYPORD~GTEE 
FFIDmLAL RATE POB CaprraLRELaTgD COSTS 

4.l2.300 Detsrminine and updating the Fed- 
eral rate. 

4l2.312 Payment baeed on the Federal rate. 
4lUl6 Geographic adjustment isctors. 
412.330 Dil3pmQortioapte i3ha-e adjnsetloant 

factor. 
4l2.322 Indirect medical education adjust- 

ment factor. 

D~ATIONOPTUWTIONPERIO~ 
PAYMENT -TIM F'OR CAPITAL-R&LATQ) COSTS 
4l2.224 General deecription. 
412.328 Determining and updating the has 

pital-epecinc rate. 
432.331 DetermIning hoepdtal-qx=iiLa ratee 

III cmea of hoepital merger. ccmaolida- 
tion. or dimolution 

412.232 Payment bsaed on the hoepital-spe- 
cinc rate. 

4x8.330 Transition period payment meth- 
odologiea. 

412.340 Fully pr~ptxtive payment method- 
ology. 

412.344 Hold-harmlean payment method- 
ology. 

4r2.340 Exception payments. 
412.352 Bndget neutrality adjustment. 
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5. Manufacturing controls. What 
manufacturing controls are necessary? 

6. Reference standards. What 
reference products and/or reference 
standards are necessary and available? 
The United States Pharmacopeial 
(U.S.P.) Convention is in the process of 
setting new standards for exocrine 
pancreatic insufficiency drug products, 
and a U.S.P. reference standard is not 
currently available. What criteria are 
needed to establish an appropriate 
U.S.P. reference standard? 

7. Enzyme content andlabeling. What 
is the best way to assure consistency of 
actual enzyme content per dosage unit 
vc”; cls the amount declared in the 
pr-.: ruct labeling? What product limits 
(not less than and not more than) should 
be allowed? 

participant of the schedule and time 
allotted to each person. 

The administrative record for the 
rulemaking for OTC exocrine pancreatic 
insufficiency drug products is being 
reopened to include all comments and 
data submitted since the record 
previously closed on November 12. x9&, 
and the proceedings of this workshop. 
The administrative record will remain 
open until July 23,1992. to allow 
comments on matters raised at the 
workshop. 

References 

8. Dissolution rates. How can \ 
dissolution rates and in vivo 
bioavailability of the drug in the gut be 
measured? What is the correlation of the 
drug’s release and activity with its 
dissolution profile? 

In view of the many questions 
associated with exocrine pancreatic 
insufficiency drug products, the agency 
has concluded, under 21 CFR 10.65. that 
it would be in the public interest to hold 
a workshop to discuss these issues. 

The agency requests information on 
the above questions from any interested 
person. Any individual or group wishing 
tq submit data relevant to the questions 
above prior to the workshop should 
send them on or before April lo,1992 to 
Docket No. 79N-6379, Dockets 
Management Branch (address above). 
Any individual or group wishing to 
make a presentation at the workshop 
should contact Helen Cothran or Diana 
Hernandez Division of OTC Drug 
Evaluation [HFD-210). Center for Drug 
Evaluation and Research, 5600 Fishers 
Lane. Rockville. MD 20857.301-295- 
8888. Interested persons who wish to 
partfcfpate must a:+.:,. send a notice of 
partlclpation on or before April lo.1992 
to the Dockets Management Branch 
(address above). All notices submitted 
should be identified with the docket 
number found in brackets in the heading 
of this document and should contain the 
following information: Name; address 
telephone number: business affiliatioi, if 
aRy. of the perqofi desiring td make a 
presentation: and the subject and 
approximate amount of time requested 
for the presentation. 

(1) Letter from R. Beall, Cystic Fibrosis 
Foundation, to S. Fredd, FDA, August 1s 
199l. Comment No. C213. Docket No. 79h- 
0379. Dockets Management Branch. 

(2) Latter from R. Beall. Cystic Fibrosis 
Foundation to S. Fredd. FDA. September 16. 
1991. Comment No. C213. Docket No. 79N- 
0379. Dockets Management Branch. 

(31 Letter from R. Beall. Cystic Fibrosis 
Foundation. to Dockets Management Branch 
October 2l. 1991, Comment No. C203. Docke; 
NO. 79N-6379, Dockets Management Branch. 

(4) Memorandum of meeting between 
Cystic Fibrosis Foundation and FDA, 
November 26,199l, coded MM 1. Docket No. 
79N-6379. Dockets Management Branch. 

(5) Letter from R. Beall. Cystic Fibrosis 
Foundation. to S. Fredd, FDA, January 13. 
1992. Comment No. Docket No. 79N-0379. 
Dockets Management Branch. 

Dated: March 4.19%~ 
Michael R. Taylor, 
Deputy Commissioner for PoJicy. 
[FR DOC. 92-5691 Filed 3-16-92; 8:45 am] 
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Health Care Financing Administration 

42 CFR Part 411 

rBPD-674-Pl 

RIN 0938-AF40 

Groups having similar interests are 
requested to consolidate their comments 
and present them through a single 
representative. FDA may require joint 
presentations by persons with common 
interests. After reviewing the notices of 
participation. FDA will notify each 

Medicare Program; Physician 
Ownership of, and Referra!s to, Hearth 
Care Entities that Furnish Clinical 
Laboratory Services 

AGENCY: Health Care Financing 
Administration (HCFA). HHS. 
ACTION: Procosed rule. 

SUMMARY: The proposed rule would 
incorporate into regulations the 
provisions of section 6204 of the 
Omnibus Budget Reconciliation Act of 
1989. as amended by section 4207(e) of 
the Omnibus Budget Reconciliation Act 
of 1990, which provide that. if a 
physician or a member of a physician’s 
immediate family has a financial 
relationship with an entity, the 
physician may not make referrals to the 
entity for the furnishing of clinical 
laboratory services under the Medicare 

Program, except under specified 
circumstances. ; 1 : 

DATES: Comments will be considered if 
we receive them at the appropriate 
address, as provided below. no later 
than 5 p.m. on May 11,. 1992. 
ADDRESSES: Mail written comments to 
the following address: Health Care 
Financing Administration, Department 
of Health and Human Services, 
Attention: BPD-674P, P.0. BOX 26676, 
Baltimore, MD 21207. 

If YOU prefer, you may deliver your 
comments to one of the following 
addresses: 
Room 309-G. Hubert H. Humphrey 

Building, 200 Independence Avenue, 
SW.. Washington, DC 20201. 

Room 132. East High Rise Building. 6325 
Security Boulevard, Baltimore, h4D 
21207. 
Due to staffing and resource 

limitations, we cannot accept audio or 
video comments or facsimile (FAX) 
copies of comments. In commenting, 
please refer to file code BPD-674-P. 
Comments received timely will be 
available for public inspection as they 
are received, generally beginning 
aiiproximately 3 weeks after publication 
of a document, in room 30%~ of the 
Department’s offices at 200 
Independence Avenue, SW., 
Washington, DC, on Monday through 
Friday of each week from 8~30 a.m. to 5 
p.m. @hone : (202) 245-7890). 

If you wish to submit comments on 
the information collection requirements 
contained in this proposed rule, you may 
submit comments to: Allison Herron. 
HCFA Desk Officer. Office of 
information and Regulatory Affairs, 
room 3002. New Executive Office 
Building, Washington, DC 20503. I 

Copies: To order copies of the Federal 
Register containing this document, send 
your request to the Government Printing 
Office, All%: New Order, P.O. Box 
371954, Pittsburgh, PA 15256-7954. 
Specify the date of the issue requested 
and enclose a check or money order 
payable to the Superintendent of 
Documents, or enclose your Visa or 
Master Card number and expiration 
date. Credit card orders can also be 
placed by calling the order desk at (202) 
783-3238 or by faxing to (202) 512-2250. 
The cost for each copy (in paper or 
microfiche form] is $1.50. In addition. 
you may view and photocopy the 
Federal Register document at most 
libraries designated as U.S. Government 
Depository Libraries and at many other 
public and academic libraries 
throughout the country that receive the 
Federal Register. The order desk 
operator will be able to tell you the 
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@ benefit made directly or indirectly, 
f$‘! o~&y or covertly, in cash or in kind. : 
@-; C. Generai Prohibition on Referrals. 
&.-. 
c : III 8 411.353(a). we.propose that, 
I:.:;:. unless otherwise permitted under an 
‘$% exception, a physician who has a 
?,‘- f&mcial relationship with an entity [or .- 
c who has an immediate family member 

who has a financial arrangement with 
an entity) may not make a referral to 
that entity for the furnishing of clinical 
laboratory services under Medicare 
beginning January L1992. 

\ 

The revised Federal requirements for 
laboratories and laboratory services 
located at 42 CFR Dart 493 were 
published as a fm& rule on March 14. 
1990 (55 F’R 95383, and became effective 
September IO, 1990 (except with respect 
to participa!ion in proficiency testing, 
which became effective January Ll991). 
Section ZI3.2 of the March 1990 
regulations defines a “laboratory” as, “a 
facility for the biological. 
microbiological, serological. chemical. 
immunohematological, hematological, 
biophysical, cytological, pa:hological, or 
other examination of materials derived 
from the human body for the purpose cf 
providing information for the diagnosis. 
prevention, or treatment of any disease 
or implement of, or the assessment of 
the health of. human beings. These 
examinations also include screening 
procedures to determine the presence or 
absence of various substances or 
organisms in the body.” Thus, a referral 
to an “entity furnishing clinical 
laboratory services” would, for purposes 
of section 1877, be a referral to an entity 
furnishing the services described in 
0 493.2. 

This definition includes furnishing 
anatomic laboratory services. However, 
it would not include non-invasive tests, 
such as electroencephalograms (FEGs) 
or electrocardiograms (EKGs), nor 
would it include x-rays or diagnostic 
imaging services. such as mammograms 
and computerized axial tomography 
(CAT) scans. 

A financial relationship may be 
through ownership, investment, or a 
compensation arrangement between the 
entity and the physician or physician 
group or an immediate family member of 
the physician. Furtheniiore, an 
ownership or investment interest may 
be through equity, debt, cr other means. 

We emphasize several points 
concerning this general prohibition. 
First, while some of the terms used in 
section 1877 (for example, “fair market 
value”) are similar to those contained in 
the final rule published by the O!G on 
July 29,1991 (56 FE? 35952) to implement 
section 1128B(b) (the anti-kickback 
staW?e). ihe two sets of rules are 

independent of each other and.have 
different ramifications. 

Section lXXE@~ contains criminal 
penalties applicable to individuals ‘or 
entities that solicit or receive 
remuneration in return for referring 
individuals for covered services, and for 
offering or paying remuneration to 
induce persons to make referrals for 
covered services. The regulations of the 
OIG (codified at 42 CFR 1001.952) 
describe various payment practices that, 
although falling within the statutory 
language of section ll28B(b). would be 
protected from prosecution. The 
practices described in the OIG rule are 
referred to as “safe harbors.” Section 
1877 does not prohibit any financial. 
relationship; instead it prohibits 
referrals and payment for clinical 
laboratory services when certain 
relationships exist. This proposed rule is 
independent of the 01G final rule, and 
providers and physicians wi!l need to 
examine ownership, compensation, and 
practice arrangements within the scope 
and objectives of each separate ntie. 

Second, the general prohibition on 
referrals would apply only to referrals 
for clinical laboratory services that 
would otherwise be covered by the 
Medicare program. Therefore, als 
for clinical laboratory service 

5 
to be 

furnished,for a physician’s non- 
Medicare patients are not affected by 
section 1877 or this proposed rule. 

Third, a physic& who has no 
financial relationship witb a clinical 
laboratory (other than his own office 
laboratory) would not be affected by 
this proposed rule unless he or she is 
ordering cliical laboratory services 
under a consultation request from 
another physician who has a fmancial 
relationship with the laboratory, or he or 
she is participating in a “contravention 
scheme” as described in section 
~87WW. 

For purposes of Medicare coverage, a 
“consultation” is a professional service 
furnished to a patient by a physician 
(the consultant) at the request of the 
patient’s attending physician. A 
consultation includes the history and 
examination of the patient as well as a 
written report that is transmitted to the 
attending physician for inclusion in the 
patient’s permanent record. If, in the 
course of that consultation, the 
consulting physician deems it necessary 
to order clinical laboratory services. 
those services may not be ordered from 
a laboratory in which the referring 
physician has a financial kterest. 
Therefore, when a physician refers a 
patient for a consultation, it would be 
prudent for the referring physician to 
provide to the consu!tant a list of 

laboratories from which the consulting 
physician should not order services. 

Other referrals, such as sending a 
patient to a specialist who assumes 
responsibility for furnishing.the 
appropriate treatment, or providing a list 
of referrals for a second opinioa are not 
“consnltations” or “referrals” that 
would trigger the laboratory services 
use prohibition. However, if two or more 
physicians enter intb an agreement 
described in section 1877(g)(4) as a 
“circumvention scheme” to indirectly 
avoid the prohibition on referrals. they 
wcnld be subject to a civil money 
penalty of up to $100,ooo. 

For purposes of identifying financial 
reiatjonships that may trigger the 
statutory prohibition on referrak under 
Medicare. we propose to adopt the 
description of ownership, investment 
and comperration arrangements 
contained in sections 1877(a)(Z) and 
(h](l) of the Act These provisions state 
that financial relationships include 
ownership and investment interest 
which may be &rough equity, debt or 
other similar means as well as 
compensation arrang8mtmts. whi& are 
a% arrangements involving 
remunera;on between the parties. If a 
financial relationship exists, the 
physician may not make -referrals to the 
entity for otherwise covered clinical 
laboratory services, and the entity may 
net bill the Medicare program or any 
other person for services fummhed 
under a referral, unless the relationship 
falls within one of the statutory 
exceptions. 

We propose to in&de indirect 
financial relationships in the statutory 
prohibition on referrals under Medicare. 
A physician would be considered to 
have an indirect funrncial relationship 
with a laboratory entity if he or she had 

n ownership interest in an entity. (” which in turn has an ownership interest 
in the laboratory entity. , 

We do not intend to exempt a. 
financial relationship that is entered into 
in order to comply w?r section 1877 if it 
would not qualify under one of the 
statutory exceptions. For example, 
assume that a laboratory has been 
owned by a group of physicians for 15 
years and the physicians enter into an 
agreement with a third party to sell the 
f&oratory before the ]&a$ 1.1992 
effective date of the referral prohibition, 
for a fixed price, with installment 
payments being made to the physicians 
through 1998. Un!ess one of the 
exceptions listed in section 1337 applies 
(for examp!e, the laboratory is in a rural 
area), +he physicians would be 
precluded under section 1877(a) (and 
proposed f 411.353) from making 
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referrals to the laboratory for clinical 
laboratory services that would 
otherwise be covered by Medicare, 
effective January 1.1992. 

Thus, a sales agreement that predates 
the January 1.1992 effective date of the 
referral prohibition but provides for a 
continuing financial relationship through 
installment payment would operate to 
preclude the physician from making 
referrals to the entity for Medicare 
clinical laboratory services until all 
payments are completed. Physicians 
who are receiving installment payments 
from the sale of their laboratory would 
retain an incentive to refer business to 
the laboratory to maintain the financial 
viabiiity of the laboratory. A “debt” 
relationship dc-?s not expire with the 
signing of an n -ument that establishes 
the debt: it ex; ; when the dsbt has 
been fully paic. _ ;ar does a mere change 
in the form of the debt. such as changing 
an open account to a promissory note, 
extinguish the debt. We believe a loan 
from a physician to an entity, or from an 
entity to a phyt;ci an, would raise the 
possibility the: ce:orrals would be for 
the purpose of ensuring returns on the 
investment, and these referrals would be 
prohibited unless one of the statutory 
exceptions applies. 

Similarly, a financial relationship 
between a physician and an 
organization related to the entity that 
furnishes clinical laboratory services 
(for example. a parent or subsidiary 
corporation of the entity) would also be 

financial relationship with the entity 
though the related organization until 
the debt were paid. Also, if a physician 
were to sell his or her interest in a 
laboratory to an organization related to 
the laboratory, and that related 
organization agrees to pay the physician 
over an extended period of time for the 
laboratory interest, the physician’s 

* financial relationship 66th the entity is 
continuing, and he or she may not make 
referrals to the laboratory for Medicare- 
covered services until the debt is fully 
paid. Moveover, the fact that a debt is 
nonrecourse or unsecured would not 
alter this conclusion. 

Finally, section 1877(b)(5) defines 
permissible exceptions other than those 
specified in section 1877 as any 
“financial relationship which the 

Secretary determines, and specifies in 
regulations. does not pose a risk of 
program or patient abuse.” We solicit 
comments delineating financial 
relationships that would comply with 
this statutory definition. 

In Q 411.353(b), we state that an entity 
that furnishes clinical laboratory 
services under a prohibited referral 
could not present or cause to be 
presented a claim or bill to thq Medicare 
program or to any individual, third party 
payor. or other entity for the clinical 
laboratory services performed under 
that referral. For example, there are 
certain circumstances where Medicare 
benefits are secondary to benefits 
payable by another third party payor. 
such as an employer group health plan 
for employed individuals or the spouses 
of employed individuals. Under section 
1877(a)(l)(B) and proposed $411353(b), 
an entity that furnishes clinical 
laboratory services under a prohibited 
referral may not bill the employer group 
health plan for the services. 

In accordance with section 1877(g). 
proposed 0 411.353(c) provides that 
Medicare payment would not be made 
for a clinical laboratory service that is 
furnished under a prohibited referral. 

Proposed 0 411.353(d) would require 
an entity that collects payment for a 
laboratory service that was performed 
under a prohibited referred to refund all 
amounts collected on a timely basis. 

The followins sections discuss the 
specific excepcons. While certain 
ownership or investment interests .- 
would not trigger the section 1877 
prohibition on referrals. physic’, n who. 
have these interests may also ave 

ti compensation arrangements with tb 
entity that may operate to preclude 
referrals by the physician to the entity 
for clinical laboratory services under 
other provisions of section 1877. 

D. Exceptions thot Apply to Specific 
Services 

In accordance with section 1877(b). 
the prohibition on clinical laboratory 
referrals would not apply if the 
following conditions are met: 

1. Physicians’ Services in Group Practice 

In 8 411.355(a). we propose that a 
referral for physicians’ services 
furnished personally by (or under the 
direct personal supervision of) a 
physician who is in the same group 
practice as the referring physician is not 
a prohibited referral. Under this 
exception. the referring physician and 
the consulting or diagnosing physician 
must be in,a group practice that meets 
the requirements of section 1877(h)(4) 
and proposed 0 411.350. Under this 
exception. the ciinical laboratory 

services that are treated as physicians’ 
services for payment purposes would be 
allowed if they are furnished directly by 
the consulting physician and performed 
in the group’s laboratory. 

The following clinical diagnostic 
laboratory services are treated as 
physician services for payment purposes 
and could be the subject of referrals 
under this exception: 

905w-90502 
85095-85109 

06077-96079 
9aoocwB125 
8816048199 
s83oo-ss399 

Ctidcal pathology consulta~. 
codes dialing mth bone marrow 

smears and luopsles. 
Bkxcdbankservices. 
Cefkdn cytopathclcgy services. 
Certain cytopathology serwces. 
SurW PaVIobgy services. 

These sz ?A {ices are listed in the 
Current Procedural Terminology, 4th 
Edition, (copyrighted by the American 
Medical Association (1991)) and listed in 
section 5114.1-B. of the Medicare 
Carriers Manual (HCFA Pub. 14-3). 

Since the law requires the services to 
be performed personally by a group 
practice physician, the service would be 
required to be performed in the group 
practice’s office. On the other hand, the 
consulting physician could not refer the 
laboratory work to another entity with 
which the group has a financial 
relationship unless the group practice 
physician personally furnished the 
physician services performed at the 
other entity. 

In this context we recognize that 
practical relationships may exist among 
physicians that involve shared office 
space and shared laboratory facilities 
and services that are not accommodated 
by the in-office ancillary services 
exception under section 19877(b)(2). For 
example, two (or more) physicians may 
share a suite including a laboratory used 
only to furnish services for their 
patients, but the physician’s financial 
arrangement may not meet the strict 
definition of a “group practice” (section 
1877(h)(4)). Unless an exception is 
developed. referrals by these physicfans 
to the shared laboratory (that is, an in- 
office laboratory in which the 
individually practicing physicians all 
have ownership interest or for which 
each physician shares in the operating 
costs) would be prohibited. 

We are not certain of the extent to 
which these arrangements exist. or 
whether any arrangements warrant the 
promulgation of an additional exception 
under section 1877. Therefore, we invite 
public comments about these issues and 
solicit suggestions about whether (and if 
so. how) to formulate an additional 
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exception to address business or 
practice arrangements involving shared 
office space that would not pose a risk 
of program or patient abuse. 

2. In-office Ancillary Services 

In 0 411.355(b). we propose that a 
referral for in-office laboratory services 
would not be considered a prohibited 
referral under the following conditions: 

l Performance Requirements. 
The laboratory services must be 

performed personally by one of the 
following: (1) The referring physician; (2) 
a physician who is a member of the 
same group practice as the referring 
physician: or (3) a non-physician 
employee of the referring physician or 
group practice. When a laboratory 
service is performed by a non-physician 
employee, it must be performed under 
the direct supervision of the employing 
physician or a physician in the group 
practice. 

l Location Requirements. 
The in-office laboratory services must 

either be furnished in a building where 
the referring physician (or another 
physician who is a member of the same 
group practice) furnishes physicians’ 
services unrelated to the furnishing of 
clinical laboratory services: or a 
building that is used by the group 
practice for centrally furnishing the 
group’s clinical laboratory services (if 
the referring physician is a member of 
the group practice). 

l Billing Requirements. 
The in-office laboratory services must 

be billed by the physician who 
performed or supervised the laboratory 
services, or by the group practice in 
which the physician is a member, or an 
entity that is wholly owned by the 
physician or physician’s group practice. 

provider number for this purpose. .4 
referral by one of the physician partners 
in these circumstances would be 
considered a prohibited referral under 
section 1877. 

In contrast, a laboratory that is shared 
by several physicians who are 
independent practitioners and who are 
not members of a group, as defined in 
section 1877(h](4). would not qualify for 
this exception. For example, physicians 
who are not engaged in the group 
practice of medicine may have enter, 
into a partnership for furnishing P 
laboratory services to their individual 
practices. The partnership entity is 
furnishing the services. Under section 
1833(h)(5), the partnershipmust submit 
Medicare claims and receive Medicare 
payment in its name for the laboratory 
services. Thus, the partnership 
laboratorv would have to obtain a 

3. Services Furnished to Prepaid Health. 
Plan Enrollees 

In 3 411.355(c), we propose that 
referrals for services within certain 
prepaid health plans would not be 
prohibited referrals. Section 1877(b)(3) 
specifies that the services must be 
furnished by one of the following 
organizations to an individual who is 
enrolled in the organization: 

l A health maintenance organization 
or a competitive medical plan in 
accordance with a contract with us 
under section 1876. 

l A health care prepayment plan in 
accordance with an agreement with us 
to furnish the services to Medicare 
beneficiaries under section 
1833(a)(l)(A). 

l An organization that is receiving 
payments on a prepaid basis for the 
enrollees under a demonstration project 
under section 402(a) of the Social 
Security Amendments of 1967 (42 U.S.C. 
1395b-1) or under section 222(a) of the 
Social Security Amendments of 1972 (42 
U.S.C. 1395b-1 note). 

This exception would apply only with 
respect to services that are furnished by 
the organization to individuals who are 
enrolled in the prepaid health plan in 
accordance with the organization’s 
Medicare contract or agreement under 
one of the specified statutory 
authorities. Services that these 
organizations may provide to members 
or non-members outside the context of 
the Medicare contract or agreement, 
would not be covered under this 
exception. 

E. Exceptions for Certain Ownership or 
Investment Interests 

1. Publicly Traded Securities 

We propose in 0 411.357(a) that the 
prohibition on referrals by interested 
investors would not apply if the 
financial relationship results from the 
ownership of investment securities 
[including shares or bonds, debentures. 
notes, or other debt instruments) that 
are purchased on terms generally 
available to the public and are in a 
corporation that- 

> Is listed for trading on the New 
York Stock Exchange, the American 
Stock Exchange, or is a national market 
system security traded under an 
automated interdealer quotation system 
operated by the National Association of 
Securities Dealers; and 

exceeding $100,00~,000. 
In this proposal, the first prerequisite 

to qualify for protection is that the 
stocks must be purchased on terms 
generally available to the public, as 

l Had, at the end of the corporation’s 
most recent fiscal vear, total assets 

specified in section 1877(c). This means 
that the general public must have the 
same opportunity to buy and sell the 
stock as the physician investors. For 
example, the following scenario would 
not qualify for this exception. A joint 
venture laboratory merges into a new 
corporation, the existing partners swap 
partnership shares for stock, the stock 
then starts to be traded publicly and the 
corporation reaches the $100 million 
asset level. On face value, the 
investment interest appears to qualify 
for the exception because the 
corporation has $100 million in assets. 
However, because the ex-partners 
bought their shares through a 
transaction before the stock was offered 
to the general public, the pre-requisite 
that the stocks be purchased on terms 
genera!ly available to the public would 
not be met. 

Under the statute and the proposed 
regulations, the $100 million in assets 
requirement applies only to the 
corporate.entity that furnishes the 
clinical laboratory services. That is. the 
assets of a related corporation (for 
example, a parent, subsidiary, or sister 
corporation) could not be considered for 
purposes of qualifying the laboratory 
entity under the $100 million asset test. 
Furthermore, we are proposing that a 
corporation’s total assets would not 
include assets obtained primarily for the 
purpose of meeting the $100 million 
asset test of this exception. For example. 
an entity may have a number of 
purposes in acquiring assets, but a 
violation may be proved by showing 
that no other purpose is more significant 
than the desire to qualify for this 
exception. We are proposing this 
criterion because we do not believe 
Congress intended to protect entities 
with $100 million in assets when those 
assets are not obtained in the normal 
course of business but are acquired 
primarily for the purpose of qualifying 
for this exception. We are proposing this 
additional element concerning the 
acquisition of assets under the 
Secretary’s general authority of section 
1102(a). which states that the Secretary 
may promulgate regulations for the 
efficient administration of the program. 
We believe this element is necessary for 
the efficient administration of the 
Medicare program because it attempts 
to block those arrangements that would 
clearly be a circumvention of the law 
through “sham” transactions. 

We are specifically interested in 
receiving suggestions from the public 
about these proposals and other 
effective ways of protecting against 
program and patient abuse in this area. 
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- 
2. specific Pmviders 

In HbTt.357@), we prop&e that the 
prohibition OR refizrrals by interested 
investors would not a&y if the 
financial reefationship reusks f&w 
ownfzrship or investme& in the 
following pmviderrc 

A laboratory that ie Iota ted in a rural 
area (Chat is a laboratory that is nd 
located in an urban area. as that tm is 
defined in Q 4LZ.Sz(f)(~~ii)) and tbai 
meets the following conditions- 
-The ~sboratorg testing that is referred 

by a physician owner or investor must 
either- 

-Be performed on the premises of the 
rural laboratory; or 

-If not performed on the premises. the 
laboratory performing the tes* lilust 
bill the Medicare program directly&~ 
the testing. 

-The majority of tests referred to the 
Gal labora tory must be referred by 
physicians who have office practices 
locafed ir, 2 :u:aI area. “Urban area’* 
means- 

-A MetropoIifan Statistical Area 
(MSA] or New E&and County 
Metropolitan Area (NECMA). as 
defined by the Office of Management 
and Budget; or 

-The following New England counties. 
tiich are deemed to be parts of urban 
areas under section GM(gf of tha 
Social SecurityAmendments of 2983 
(Rdx L. 9641.42 U.S.C. 139ww 
(note)): LitchEield County, 
Connecticnt; Sagadahoc County. 
Maine; York County, Maine; 
Merrimack Counfy,. New Hampshire: 
and Newport Cotm~ Rhode Island. 
As noted; to supplement the statutory 

provision concerning services furnished 
m a “rura1 bborato~. we are 
proposing two requirement intended to 
address pessibi!ity that this exception 
would be misused. We b&eve, in 
enacting this exception. Congress 
in tended to benefit Medicare 
bene6ciaries who live in rural areas 
where iaborztories may nol otherwise 
be avaiIab?e wthoot the financiat 
support of local physicians. We are 
concerned. however. about the 
possibility that physicians who have an 
ownership interest in an urban 
laboratory (and are precIuded f&m 
m’alcing Medicare referrals to it) n&y set 
up a storefront or “shelF laboratory 
with a rural address in order to gain the 
benefit of this exception. In this 
scenario. the urban physician owner 
would make referrais to the rural 
laboratory. which would in turn refer 
the tests to the urban iaboratory in 
which the physician also has an 
ownership interest. Alternatively. urban 
latjoratories with physician owners 

could set up laboratories in rural areas 
for the purpose of performing tests 
referred by the physician owners for 
their urban patients 

To prevent these possible abuses and 
help 8s~~ that the rural laboratory 
exception be&its rural benekarks, 
we are proposing ta require. when 
physician owners or investors make 
referrals to a l&oratory located in 8 

rural area that the tests be performed 
directIy hy the Iaboratory on its 
premises. or if referral to another 
laboratory is necessary. that tests be 
billed by the laboratory that performs 
the test. Becsusa an urban iaboratory 
may not bill for services referred by a 
physician owner (unless another 
exception applies). these additional 
criteria should discourage the 
circumvention scheme8 described 
abovt2 

Secondly, we propose to add tbe 
requirement that majority [at lea* 51 
percent) of the teats referred to ti rural 
laboratory are referred by physicians 
who have office practice8 in 8 rural 
area. (For purposes of this provision. we 
would apply the definition of “practice” 
set forth in proposed new 0 411.~~ as 
described below in the discussion of 
rental and kasiag of office space.} This 
requirement shouId help to assure that 
the Iaboratory is in fact serving rural 
beneficiaries, and is not simply located 
in the rural area for the purpose of 
furnishing se~ces referred hy urban 
owners for their urban patients. In 
addressing this potential problem. we 
considered the ahemative of requiring 
that at least 65 percent of the tests- 
performed by the rural laborat- be for 
beneficiaries who reside iti rural areas. 
However, based on our concern that 
compliance with this requirement could 
be admimistrativeiy diffkuR and overly 
burdensome for rural laboratories, we 
opted again&proposing this criterion. 
Nonetheless, we are speificaity 
interested in receiving suggestions from 
the public about this matter, about our 
proposed requirements. and about other 
effective ways of protecting against 
program orpatient abuse in appiication 
of the rural provider exception set forth 
in section 1877[d)fZ). 

Since the Secretary has the authority 
to promulgate regulations for the 
efficient administration of the program, 
we believe it is appropriate to require 
that a rural laboratory operate as a full 
service laboratory. not a she11 
laboratory, that is available to furnish 
laboratory services to patients residino 
in the rural area. Finally. we believe tge 
additionaf proposed requirements are 
consistent with the legislative intent of 
section 1871 and are necessary te 
preclude circumvention of the statute. 

In addition, the prohibition on 
referrais by interested investors would 
not apply if the ownership or investment 
interest is in the following providers: 

A hospital located in Puerto Rico. 
A hospital located outside of Puerto 

Rico if one of the following conditions is 
met: 
-The referring physician is authorized 

to perform patient care services at the 
hospitat and the physican’s ownership 
or investment interest is in the entire 
hospital and not merely in a distinct 
part or department of the hospital, 
such as the laboratory {as provided in 
section 187?(d)(3)). 

-The referring physician’s financial 
relationship with a hospital does not 
relate to the furnishing of clinical 
laboratory services (as provided in 
section 1877(b)@)). 
Examples of the section 1677(bK4) 

exception to the prohibition on referrals 
would include the following: 

A group of physicians contracting 
with 8 hospital to furnish emergency 
room services and receiving payment 
from the hospital under a guaranteed 
free arrangement 

l A group of physicians awning and 
operating 8 titanding mobile CAT 
scanner, which a hospitai utilizes for its 
patients and pays the group for the use 
of the equipment 

F. Exceptions for C&Cain Compensation 
Arrcmgemenfs 

We propose to add 0 411.359 to 
specify that. for purposes of the referral 
prohibifion. a compensation. 
arrangement [as defined in proposed 
0 411.3511 wouid not in&de the 
following arrangements: 

1. Rental or Lease of Space 

In 0 41X%!%(a), we would exempt the 
rental cr kase of space by a lessee to a 
lessor if a written agreement is signed 
by the parties. which sets forth a term of 
at least 1 year, identifies the premises 
covered by the lease or rental agreement 
and specifies the space dedicated for 
use by the Iessee. and provides for 
payment on a periodic basis of an 
amount that is consistent with the fair 
market value of the rented or leased 
premises in arm’s-length transactions. If 
the agreement is intended to provide the 
lessee with access to the premises for 
periodic intervals of time. rather than on 
a full-time basis for the full term of the 
agreement. we would require that the 
agreement specify exactly the schedule 
of the intervals. their precise length, and 
ihe exact rent fur the intervals. The 
agreement would have to provide for 
aggregate payments that do not vary 
{directly or indirectly) based on the 
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volume or value of any referrals 
generated between the parties for 
clinical laboratory services. Finally, the 
lease agreement would have to be 
considered to be commercially 
reasonable even if no referrals are made 
between the lessee and the lessor. 

If a laboratory entity rents or leases 
office space in which an interested 
investor (either a physician or 
immediate family member) has an 
ownership or investment interest, an 
additional condition must be met to 
qualify for an exception. In 
$411.858(a)(2), we propose that in 
addition to meeting the requirements 
described in proposed f 411.359(a)(l), 
the rented or leased office space must 
be in the same building as the building 
in which the physician (or the 
physician’s group practice) has a 
practice. When one party i3 in a position 
to make referrals to another party, even 
if there is no explicit or implicit 
understanding regarding referrals, 
certain rental payments could be 
construed to induce referrals. Typically, 
these arrangements would involve 
rental payments either substantially in 
excess of or below the fair market value 
of the rental space. Accordingly, one 
fundamental principle underlying these 
exceptions is that the payment must be 
based on the fair market value, 
regardless of whether the payment is for 
space rental, personal services, or 
management contracts. 

The condition concerning 
maintenance of a practice is specified in 
the statute at section 1877(e)(l)(B). By 
use of the phrase “a practice”; we 
believe Congress did not intend, on the 
one hand. that this standard could be 
met by an insignificant portion of the 
physician’s professional performance 
occurring in the building. On the other 
hand, we realize that many physicians 
conduct their professional services in 
different locations: that is, a physician 
might have two offices in which he or 
she diagnoses and treats patients and 
where records are kept and office staff 
furnish patient services and perform 
overall administrative matters. 
Accordingly. we are proposing to 
include in f 411.851 a definition of 
“practice” to mean an office in which 
the physician, as a matter of routine, 
regularly sees patients for purposes of 
diagnosis and treatment and where 
patient records are kept. Comments 
about the scope of this definition are 
requested. 

Also, in addition to the statutory 
requirements that set forth certain 
standards and safeguards for rental and 
lease arrangements, we are proposing a 
requirement concerning use of space for 

periodic intervals. We believe it is 
necessary to require that the periodic 
intervals be established in advance and 
be specified in the lease or rental 
agreement, rather than allowing the 
intervals to vary week-to-week on the 
basis of the number of referred patients 
to be serviced at the premises. 

We are proposing these two 
additional standards under the 
Secretary’s authority. as specified in 
section 1877(e)(l)(C), to identify 
additional safeguards to protect against 
program or patient abuse. 

2. Certain Employment and Service 
Arrangements With Hospitals 

We propose in Q 411.358(b) that an 
arrangement between a hospital and a 
physician (or an immediate family 
member) for the employment of either 
the physician or family member or for 
the provision of administrative services 
will not be considered a compensation 
arrangement for purposes of the referral 
prohibition under the following 
conditions: 

l The arrangement is in writing and 
specifies the day-today services to be 
furnished by the physician or immediate 
family member and is signed by the 
parties. 

l The amount or value of the 
remuneration to the physician or 
immediate family member is consistent 
with the fair market value of services in 
arm’s-length transactions, and is not 
determined in a manner that varies 
(directly or indirectly) based on the 
volume or value of any referrals of 
business otherwise generated by the 
physician. 

l Finally, all terms of the arrangement 
must be considered commercially 
reasonab!e even if no referrals are made 
to the hospital. 

3. Physician Recruitment 

We propose in 8 411.359(d) that, for 
purposes of the referral prohibition, 
remuneration provided by a hospital to 
a physician that is intended to induce 
the physician to relocate to the 
geographic area served by the hospital 
to become a member of the hospital 
medical staff would not be considered a 
compensation arrangement under the 
following conditions: 

l The arrangement and its terms are 
in writing and signed by both parties. 

l The hospital does not condition the 
agreement on the physician’s referral of 
patients to the hospital. 

l The hospital does not vary (directly 
or indirectly) the amount or value of the 
remuneration based on volume or value 
of any referrals the physician generates 
for the hospital. 

l The hospital does not restrict the 
physician from establishing staff 
privileges at another hospital or 
referring business to another entity. 

While these requirements for the most 
part follow the statute, we have used the 
discretion authorized by section 
1877(e)(4)(C) to propose additional 
requirements. For the reasons stated 
earlier. we believe it is appropriate to 
require physician recruitment 
arrangements to be set out in writing 
and signed by the parties. Also, we 
believe it is appropriate to assure that 
the arrangement permits a physician to 
establish staff privileges at hospitals 
other than the one with which an 
arrangement has been made. 

4. Isolated Transactions 

We propose in $ 411.359(e) that an 
isolated financial transaction, such as a 
one-time sale of property, would not be 
considered a compensation arrangement 
for purposes of section 1877 if it meets-,, 
the following conditions: 

l The transaction is in writing and 
signed by the parties. 

l There is no financial relationship 
between the entity and the physician of 
1 year before and 1 year after the 
transaction. 

l The amount or value of 
remuneration for the transaction is- 

-Consistent with the fair market value 
of services in arms-length 
transactions: and 

-Not determined in a manner that 
varies (directly or indirectly) based on 
the volume or value of any referra!s of 
business that may be generated by the 
physician or the immediate family 
member. 

l The remuneration is provided under 
an arrangement that would be 
considered commercially reasonable 
even if no referrals were made. 

We are proposing the additional 
element concerning the l-year period 
under the authority of section 
1877(e)(5)(B), which states that the 
transaction meets all other requirements 
as the Secretary may impose by 
regulation as needed to protect against 
program or patient abuse. We believe 
this element is necessary to assure that 
both the transaction as well as the 
existing relationship are isolated. 

5. Service Arrangements With Entities 
Other Than Hospitals 

We propose in 4 411.858(c) that the 
following arrangements between a 
physician and an entity other than a 
hospital would not be considered a 
compensation arrangement for purposes 
of the referral prohibition: 
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5 411.356(b)(l). Note that. as discussed 
elsewhere in the preamble. unless the 
group practice that owns the laboratory 
satisfies the definitional requirements, 
referrals by group practice physicians to 
the laboratory might aIso be cahed into 
question. 

8. Practice 

In the proposed rule (4 11.35 l), we 
defined a “practice” to mean an office 
in which the physician, as a matter of 
routine, sees patients for purposes of 
diagnosis and treatment and where 
patient records are kept. 

Comment: One commenter indicated 
that many group practices provide 
medical services in satellite facilities 
where only limited medical services are 
offered and that the medical records of 
the group practice are kept in a 
centralized location. Thus. the 
commenter recommended that we 
clarify in the final rule that the 
definition of “practice” is not 
incorporated into the definition of 
“group practice.” 

Another commenter stated that some 
physicians maintain a medical practice 
without being tied to a particular 
location, such as certain hospital-based 
physicians and those who treat nursing 
home patients. These physicians use 
office space only to receive mail and for 
other administrative support functions. 
Such a practice, be it group or 
individual, does not have an office for 
purposes of diagnosis and treatment, or 
even to keep substantial amounts of 
medical records. The commenter 
believed this fact is not taken into 
account in the definition. 

Response: We acknowiedge that the 
commenters have raised some legitimate 
problems with the proposed approach 
and how difficult it is to determine 
where someone has a “practice.” We are 
responding to these comments by 
creating a new, more equitable standard 
that is not based on the concept of a 
physician’s “practice” (and thus 
eliminate the definition from the rule). 
We are using the new standard required 
by OBRA ‘93. which states that to 
qualify as a rural provider, substantially 
all of the clinical laboratory services 
furnished by the entity must be 
furnished to individuals residing in the 
rural area. As part of this standard. we 
are defining “substantially all” as 
meaning that 75 percent of the 
individuals to whom services are 
furnished reside in the rural area. 
Although the effective date of this 
provision for rural providers is January 
1, 1995. we believe it is reasonable to 
incorporate it into this final rule. 

9. Referral 

In the proposed rule (5 4 11.35 i), a 
“referral” means either of the following: 

l The request by a physician for, or 
ordering of, any item or service for 
which payment may be made under 
Medicare Part B. including a request for 
a consultation with another physician 
other than a pathologist, and any test or 
procedure ordered by or to be performed 
by (or under the supervision of) that 
physician: or 

l If a plan of care includes the 
performance of clinical laboratory 
testing. the request or establishment of 
the plan of care by a physician. When 
a pathologist. in responding to another 
physician’s request for a consultation, 
furnishes or supervises the furnishing of 
clinical diagnostic laboratory tests and 
pathological examination services, the 
services are not considered to have been 
furnished on a referral basis. 

a. Patholo~ Refenxk 

Comment: Two commenters wanted 
the definition of “referral” to be 
clarfied so as to exclude circumstances 
in which a pathologist providing 
professional services to one laboratory 
sends specimens ordered by the 
attending physician to a second 
laboratory in which the pathologist has 
a financial interest. 

One commenter indicated that the 
definition should also exclude 
circumstances in which a pathologist 
recommends to an attending physician 
appropriate follow-up laboratory 
services. 

Response: Under the definition of 
“referral” in section 1877(h)(S). a 
request by a pathologist for clinical 
diagnostic laboratory tests and 
pathology examination services will not 
be considered a referral if such 
laboratory services are furnished by (or 
under the supervision of) the 
pathologist as a result of a consultation 
requested by another physician. Thus. if 
the pathologist described in the first 
comment either .performs or directly 
supervises the performance of the 
laboratory testing in the second 
laboratory. the request for services 
would not be considered a referral by 
the pathologist. The answer is different. 
however. if the pathologist sends 
laboratory work to a laboratory with 
which he or she has a financial 
relationship and the services are not 
performed by the pathologist or under 
his or her direct supervision. The 
services in this situation would be 
considered to have been furnished as a 
result of a prohibited referral, unless 
one of the exceptions applies. Similarly. 
if the pathologist sends tests to a 

laboratory with which the first referring 
physician has a financial relationship. 
the referral would be prohibited. unless 
an exception applies. Because we 
recognize that there are situations in 
which a physician’s request for a 
consultation with a pathologist could 
constitute a referral, this final rule 
revises the proposed definition of 
“referral” by removing the phrase 
“other than a pathologist”. 

We do not consider a pathologist’s 
recommendation to the attending 
physician for additional testing to be a 
referral. That is because it is the 
attending physician who ultimately 
decides whether such testing is 
necessary and whether to order the 
additional testing and from what 
laboratory. 

b. Plan of Care and End-Stage Renal 
Disease (ESRD) Patients 

Commenr: One commenter indicated 
that the proposed rule is ambiguous 
with regard to the “plan of care” 
element within the definition of 
“referral.” At one level, the commenter 
believed, the language is simply unclear 
in that. with regard to “a plan of care 
that includes the performance of clinical 
laboratory tests.” it is difficult to 
understand what is meant by the 
“request or the establishment of the 
plan of care by a physician.” According 
to the commenter. this might mean that 
when a physician establishes a plan of 
care that entails laboratory testing and 
the facibty or other individual 
implementing the plan of care orders 
those tests from a laboratory. the 
physician shall be considered to have 
made the laboratory referral. If this 
interpretation is correct. the cornmenter 
believed there are some issues specific 
to chronic hemodialysis facilities and 
referrals that require clarification. 

The corrunenter wrote that 
hemodialvsis oatients receive three 
different classes of clinical laboratory 

festsr 
1. Tests ordered on a patient-specific 

basis on account of particular clinical 
signs and symptoms and referred by the 
dialysis facility to an independent or 
hospital-based clinical laboratory that 
bills Medicare. These tests pose no 
interpretive problems. as the physician 
does, in fact. order each one 
individually. 

2. Routine monthly testing applicable 
to every patient and for which oavmen!, 
is incornorated into the facility’s 
d-is comoosite a e. 

3. Testing integral to monitoring the 
oatient during the dialvsis treatment 
&self. performed in the facility and not 
billed separately. 

- 
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The commenter pointed out that every 
time a patient is referred to afaclllf~ ’ for 
chronic renal dialvsis. clinical 
Iaboratorv testing from categories 2 and 
3 is reouired on an ongoing basis as pan 
of the overall care of the patient. If the 
physician’s plan of care for dialysis is 
deemed to include these tests for 
purposes of this rule, the commenter 
believed that the practical result would 
be to prohibit physicians from making 
referrals for tests to dialysis facilities in 
which they have an ownership interest. 

A second commenter stated that the 
ESRD program includes in its comoos&e 
rate pavment methodology most items 
and services related to the : treatment of 
pmwithESRD. including 
hematocrit and hemoglobin te$s. 
clotting time tests, routine diagnostic 
tests, and routine diagnostic laboratory 
- Thus, the commenter pointed out, tests. 
Kdetennination of whether in item or 
service is included under the composite 
rate payment is presumptive and in no 
way depends on the frequency with 
which a dialysis patient requires the 
item or service. The commenter 
recommended that the final rule, or the 
preamble to the final rule, ye;iNy 

Iv als 
covered bv ESRD from its ~~J&&QJ 

Response: Section 1877(h) (5) (B) says 
that “the request or establishment of a 
plan of care by a physician which 
includes the provision of [clinical 
laboratory services] constitutes a 
“referral” by a “referring physician.” 
The commenter has pointed out that 
this provision, carried over into the 
proposed rule, is ambiguous and 
unclear. The statute could mean (1) that 
there is a referral when a physician 
establishes a plan of care or requests 
that one be established that includes 
laboratory services or (2) that a request 
by a ohvsician that includes tl& 
provision of laboratorv services or the 
establishment of a plan of care bv a 
physician that includes the provision of 
laboratory wirrz cnn~l. 
Because the comments reveal that this 
provision has caused confusion, we 
have decided to adopt the latter 
interpretation and have incorporated it 
into the regulation. 

We also agree that it is not clear what 
technically constitutes a “plan of care.” 
We believe that any time a physician 
orders any item. service. or treatment for 
a oati- order is vursuant 

lan of care. If a plan of care entails 
aboratorv tew and the facility or 

other individual implementing the plan 

orders those tests from a laboraton/. the 
phvsician who established the plan of 
care is considered to have the 
laboratorydreferral. In addi= we 
mentlone in a prevtous response, the 

prohibition could also apply if the 
individual implementing some or all of 
the plan of care is a consulting 
physician. We agree, however. that, 
under certain circumstances, this may 
cause problems when those laboratory 
tests are included in the ESRD 
composite rate. Thus, as we discuss 
below, we are including those 

torV tests that are paid under the 
ESRD composite rate as part of a new 
excantlon. We agree that the application 
of the composite rate constitutes a 
barrier to either Medicare program or 
patient abuse because the Medicare 
program will pay only a set amount to 
the facilities irrespective of the number 
and frequency of laboratory tests that 
are ordered. 

c. Consultation Referrals 

Comment: A few commenters 
believed that it was unnecessary for us 
to include in the preamble the 
discussion about consultations (57 FR 
8595) and the responsibility of a 
consulting physician to not engage in a 
cross-referral arrangement. They 
believed there is no corresponding 
statutory or regulatory provision and 
that, except for a small number of truly 
“bad apples” practicing medicine, 
physicians have not and will not engage 
in the complicated and tortuous process 
of directing referrals. 

One commenter was concerned that 
the proposed rule suggests that 
physicians who refer to consultants 
have some obligation to tie the 
consultant’s hands when it comes to 
which clinical laboratories the 
consultant can use. The commenter 
believed such an obligation runs afoul 
of the principle of medical ethics that 
requires a physician to refer patients to 
the entity that furnishes the most 
efficacious service, regardless of other 
considerations. The commenter 
indicated that. in a managed care 
setting, it may be impossible for the 
attending physician to even know who 
the consulting physician is. much less 
be in a position to dictate which 
laboratory is selected. In sum. this 
commenter believed that it will be 
difficult in practice for physicians to 
determine where the prohibition ends. 

Response: We do not agree with these 
commenten. In response to the first 
comment. the discussion in the 
proposed rule was based on the statute 
at section 1877(g)(4). This provision 
says that “any physician or other entity 
that enters into an arrangement or 

scheme (such as a cross-referral 
arrangement) which the physician or 
entity knows or should know has a 
principal purpose of assuring referrals 
by the physician to a particular entity 

which. if the physician directly made 
referrals to such entity. would be in 
violation of [section 18771. shall be 
subject to a civil money penalty * s I,” 

Because the provision applies to 
physicians who make referrals and to 
“other entities,” we believe that it can 
apply to consulting physicians who 
help a physician indirectly make 
prohibited referrals. In the preamble of 
the proposed rule (57 FR 8595) we 
stated that, if a consulting physician 
deems it necessary to order clinical 
laboratory services, those services may 
not be ordered from a laboratory in 
which the referring physician has a 
financial interest. We inciuded this 
explanation to give the reader an 
example of the kinds of referrals that are 
prohibited under the statutory 
definition of “referral.” Under section 
1877(h) (5) (A), a request by a physician 
for a consultation with another 
physician (and any test or procedure 
ordered by, or to be performed by or 
performed under the supervision of that 
other physician) constitutes a referral. 
Thus, it is necessary for the consulting 
physician to be aware of any financial 
relationships the referring physician 
may have with a laboratory, in order for 
the referral not to be prohibited. Finally, 
the consulting physician is also 
obligated not to refer laboratory testing 
to an entity with which he or she has 
a financial relationship, unless an 
exception applies. 

Concerning services furnished in a 
managed care setting, section 1877(b) (3) 
provides a general exception for services 
provided to patients enrolled in the 
prepaid health plans listed in that 
provision and in the regulations at 
5411.355(c). 

d. Statutory Authority 

Comment: One commenter noted that 
the statutory definition of referral 
encompasses requests for any item or 
service for which payment may be made 
under Medicare Part B. but the 
prohibition contained in the statute is 
aimed at referrals for clinical laboratory 
services and not other referrals. Thus, in 
the commenter’s view, the statute makes 
the rule somewhat confusing. That is. 
the behavior that the statute seeks to 
restrict. referrals for clinical laboratory 
services. is narrower in scope than the 
behavior of “referrine” itself. Therefore. 
the commenter suggested that the final 
rule clarifv that the prohibited behavior 
is related to clinical laboratory services. 

Response: We agree that the definition 

of “reienal.’ unde; the statute at section 
1877(h)(S) is broad. In section 
1877(h)(5)(A). for physicians’ services, it 
covers a physician’s request for any item 
or service covered under Part B of 
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l We revised $j 4 11.355 (“General 
exceptions to referral prohibitions 
related to both ownership/investment 
and compensation”) to do the following: 

+ For purposes of the in-office 
ancillary services exception in 
5 4 11.355(b), require that individuals 
furnishing services be “directly” 
supervised by the referring physician or 
by another physician in the same group 
practice. (The proposed rule had 
required that services be provided by an 
employee who was “personally” 
supervised by these physicians.) 

+ Include among the locations where 
the service may be furnished a building 
that is used by the group practice for the 
provision of some or all of the group’s 
clinical laboratory services. (The 
proposed rule had required that the 
building be used by the group practice 
for centrally furnishing the group's 
clinical laboratory services.) 

l We added the following services to 
the general exceptions listed under 

ownership/ investment and 
gomDe~tion”): 

+ Services furnished by a qualified 
HMO (within the meaning of section 
13 IO(d) of the Public Health Service 
Act) to individuals enrolled in the 
organization (new 5 411.355(c)(4)). 

+ Services furnished in an ASC or 
or by a hospice and 

in the ASC rate, ESRD 
composite rate, or per diem hospice 

respectively (new S 4 11.355(d)). 
l We revised proposed § 4 11.357. 

now designated as S 4 11.356. 
(“Exceptions to refenal prohibitions 
related to ownership or investment 
interests”) to- 

+ Revise the requirements relating to 
publicly-traded securities, as specified 
in section 1877(c) of the Act (as 
amended by OBRA ‘93 and SSA ‘94), to 
include securities which “may be 
purchased” on terms generally available 
to the public, which can be those traded 
on additional stock markets, and which 
can be in corporations that had the 
following: 

-Until January 1, 1995. total assets at 
the end of the corporation’s most 
recent fiscal year exceeding % 100 
million. or 

-Stockholder equity exceeding $75 
million at the end of the corporation’s 

most recent fiscal year. or on average 
during the previous 3 fiscal years 

- lu’o longer specify, w&h regard to 
the corporation’s assets. that these assets 
musr have been obtained in the normal 
course of business and not for the 
primary purpose of qualifying for the 
exception: 

+ Expand the exception to include 
mutual funds that constitute ownership 
in shares in certain regulated 
investment companies. if the companies 
had, at the end of their most recent 
fiscal year. or on average during the 
previous 3 fiscal years, total assets 
exceeding $75 million. 

+ Until January 1. 1995. retained the 
exception for a hospital located outside 
of Puerto Rico based on the condition 
that the referring physician’s ownership 
or investment interest does not relate to 
the furnishing of clinical laboratory 
services. 

+ Revise the requirements relating to 
rural providers, as specified in the 
proposed rule, to delete paragraph (ii) 1 
which added the requirement that the 
majority of tests referred to the rural 
laboratory are referred by physicians 
who have o&e practices located in a 
rural area. - 

+ Revise the requirements relating to 
rural providers, as specified in the 
prop&ed rule, to in&de the 
requirement that substantially all of the 
tests furnished by the entity are 
furnished to individuals residing in a 
rural area. 

. We revised proposed 5 4 11.359. 
now designated as 5 4 11.357. 
(“Exceptions to referral prohibitions 
related to compensation arrangements”) 
to do the following:. 

+ Revise (a)(l) to reflect new 
requirements specified by OBRA ‘93 for 
the rental of space. 

+ Remove proposed paragraph (a) (2). 
which contained requirements related to 
a physician who has an ownership or 
investment interest in a laboratory and 
who also renti or ieases space to the 
laboratory. 

+ Add an exception for rental of 
equipment under certain conditions 
(new 5411.357(b)). 

+ Add an exception for certain group 
practice arrangements with a hospital 
(new 5 4 11.357(h). 

c Add an exception for payments by 
a physician to a laboratory or other 
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entity in exchange for certain items and 
services (new 5 4 11.357(i)). 

+ Replace proposed 5 4 1 1.359(b) 
(“Employmenr and service 
arrangements with hospitals”) and 
proposed 5 4 11.359(fJ (“Salaried 
physicians in a group practice”) with a 
new § 4 11.357(c) (“Bona fide 
employment relationships”). New 
5 4 11.357(c) is based on the exception at 
section 1877 (e) (2) of the Act. 

+ Replace proposed 5 4 11.359(e) 
(“Service arrangements with non- 
hospital entities”) with a new 
5 4 11.357(d) (“Personal service 
arrangements”). New 5 4 11.357(d) is 
based on the exception at section 
1877(e) (3) of the Act. 

l We added a new 5 4 11.360 that 
requires that a group practice submit 
annually a statement attesting that it 
met the “substantially all” test set forth. 
under the definition of “group 
practice,” in § 4 11.35 1 of this rule. This 
section also specifies how a newly- 
formed group practice meets the 
“substantially aII” criterion. 

In addition to the above changes, we 
have made technical changes. For 
example, in proposed §411.355(~)(1). 
we cross-referenced part 417, subpart C. 
Subpart C has been redesignated by a 
new rule. The applicable provisions 
being cross-referenced are now under 
subparts J through M. We have also 
made editorial change-s that do not affect 
the substance of the provisions. 

B. interim Final Rule With Comment 
Period-Reporting Requirements for 
Financial Relationships Between 
Physicians and Health Care Entities 
That Furnish Selected Items and 
Services. 

The interim final rule with comment 
published on December 3. 199 1, is 
revised to incorporate the amendments 
to section 1877(f) made by SSA ‘94. to 
apply to any future reporting that we 
require. However, providers will not be 
held to the reporting requirements 
under section 1877(f) until we develop 
and issue the proper form and 
accompanying instructions booklet. 
Until that time, we will use audits and 
investigations as the primary tools to 
evaluate compliance with these 
provisions. 

C. Source ofFinal Regulations. 

Source 

Proposed § 411.1. 
Proposed g411.350. SSA ‘94. 
5411.351.- 
Comments. 
Proposed g 411.352 and comments. 
Comments and OKRA ‘93. 
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program or to any individual, third 
parry payer, or other entity for the 
clinrcal laboratory services performed 
under that referral. 

(c) Denial ofpaymenr. No Medicare 
payment may be made for a clinical 
laboratory service that is furnished 
under a prohibited referral. 

(d) Refunds. An entity that collects 
payment for a laboratory service that 
was performed under a prohibited 
referral must refund all collected 
amounts on a timely basis. 

9411.355 General exceptions to referral 
prohibitions related to both ownership/ 
investment and compensation. 

The prohibition on referrals set forth 
in 5 4 11.353 does not apply to the 
following types of services: 

(a) Physicians’ services, as defined in 
S 4 10.20(a), that are furnished 
personally by (or under the personal 
supervision of) another physician in the 
same group practice as the referring 
physician. 

(b) In-office ancillq services. 
Services that meet the following 
conditions: 

(1) They are furnished personally by 
one of the following individuals: 

(i) The referring physician. 
(ii) A physician who is a member of 

the same group practice as the referring 
physician. 

(iii) Individuals who are directly 
supervised by the referring physician or. 
in the case of group practices, by 
another physician in the same group 
practice as the referring physician. 

(2) They are furnished in one of the 
following locations: 

(i) A building in which the referring 
physician (or another physician who is 
a member of the same group practice) 
furnishes physicians’ services unrelated 
to the furnishing of clinical laboratory 
services. 

(ii) A building that is used by the 
group practice for the provision of some 
or all of the group’s clinical laboratory 
services. 

(3) They are billed by one of the 
following: 

(i) The physician performing or 
supervising the service. 

(ii) The group practice of which the 
performing or supervising physician is a 
member. 

(iii) An entity that is wholly owned by 
the physician or the physician’s group 
practice. 

(c) Services furnished to prepaid 
health plan enrollees by one of the 
following organizations: 

(1) An HMO or a CMP in accordance 
with a contract with HCFA under 
section 1876 of the Act and part 4 17. 
subparts J through M. of this chapter. 

(2) A health care prepayment plan in 
accordance with an agreement with 
HCFA under sectron 1833(a)(l)(A) of the 
Act and part 4 17. subpart U. of this. 
chapter. 

(3) An organization that is receiving 
payments on a prepaid basis for the 
enrollees through a demonstration 
project under section 402(a) of the 
Social Security Amendments of 1967 
(42 U.S.C. 1395b-1) or under section 
222(a) of the Social Security 
Amendments of 1972 (42 U.S.C. 1395b- 
1 note). 

(4) A qualified health maintenance 
organization (within the meaning of 
section 13 1 O(d) of the Public Health 
Service Act). 

(d) Service-s furnished in an 
ambulatory surgical center (ASC) or end 
stage renal disease (ESRD) facility, or by 
a hospice if payment for those services 
is included in the ASC rate, the ESRD 
composite rate, or as part of the per 
diem hospice charge, respectively. 

g 411.356 Exceptions to referral 
prohibitions related to ownership or 
investment interests. 

For purposes of 5 4 11.353. the 
following ownership or investment 
interests do not constitute a financial 
relationship: 

(a) Publicly traded secun’ties. 
Ownership of investment securities 
(including shares or bonds, debentures, 
notes, or other debt instruments) that 
may be purchased on terms generally 
available to the public and that meet the 
requirements of paragraphs (a) (1) and 
(a) (2) of this section. 

(1) They are either- 
(i) Listed for trading on the New York 

Stock Exchange. the American Stock 
Exchange, or any regional exchange in 
which quotations are published on a 
daily basis, or foreign securities listed 
on a recognized foreign, national. or 
regional exchange in which quotations 
are published on a daily basis: or 

(ii) Traded under an automated 
interdealer quotation system operated 
by the National Association of 
Securities Dealers. 

(2) In a corporation that had- 
(i) Until January 1. 1995. total assets 

at the end of the corporation’s most 
recent fiscal year exceeding $100 
million; or 

(ii) Stockholder equity exceeding $75 
million at the end of the corporation’s 
most recent fiscal year or on average 
during the previous 3 fiscal years. 

(b) Mutual funds. Ownership of 
shares in a regulated investment 
company as defined in section 85 1 (a) of 
the Internal Revenue Code of 1986. if 
the company had. at the end of its most 
recent fiscal year. or on average during 

the previous 3 fiscal years, total assets 
exceeding $75 million. 

(c) Specific providers. Ownership or 
investment interest In the following 
entities: 

(1) A laboratory that is located in a 
rural area (that is. a laboratory that is 
not located in an urban area as defined 
in §412.62(f)(l)(ii) of this chapter) and 
that meets the following criteria: 

(i) The laboratory testing that is 
referred by a physician who has (or 
whose immediate family member has) 
an ownership or investment interest in 
the rural laboratory is either- 

(A) Performed on the premises of the 
rural laboratory; or 

(B) If not oerfonned on the oremises. 
the iaboratdry performing the&testing 
bills the Medicare program directly for 
the testing. 

(ii) Substantially all of the laboratory 
tests furnished by the entity are 
furnished to individuals who reside in 
a rural area. Substantially all means no 
less than 75 percent. 

(2) A hospital that is located in Puerto 
Rico. 

(3) A hospital that is located outside 
of Puerto Rico if one of the following 
conditions is met: 

(i) The referring physician is 
authorized to perform services at the 
hospital, and the physician’s ownership 
or investment interest is in the entire 
hospital and not merely in a distinct 
part or department of the hospital. 

(ii) Until January 1. 1995. the referring 
physician’s ownership or investment 
interest does not relate (directly or 
indirectly) to the furnishing of clinical 
laboratory services. 

9411.357 Exceptions to referral 
prohibitions related to compensation 
arrangements. 

For purposes of 5 4 11.353. the 
following compensation arrangements 
do not constitute a financial 
relationship: 

(a) Rental of ofice space. Payments 
for the use of office space made by a 
lessee to a lessor if there is a rental or 
lease agreement that meets the following 
requirements: 

(1) The agreement is set out in writing 
and is signed by the parties and 
specifies the premises covered by the 
lease. 

(2) The term of the agreement is at 
least 1 year. 

(3) The space rented or leased does 
not exceed that which is reasonable and 
necessary for the legitimate business 
purposes of the lease or rental and is 
used exclusively by the lessee when 
being used by the lessee, except that the 
lessee may make payments for the use 
of space consisting of common areas if 



the payments do not exceed the lessee’s 
pro rata share of expenses for the space 
based upon the ratio of the space used 
exclusively by the lessee to the total 
amount of space (other than common 
areas) occupied by all persons using the 
common areas. 

(4) The rental charges over the term of 
the lease are set in advance and are 
consistent with fair market value. 

(5) The charges are not determined in 
a manner that takes into account the 
volume or value of any referrals or other 
business generated between the parties. 

(6) The agreement would be 
commercially reasonable even if no 
referrals were made between the lessee 
and the lessor. 

(b) Rental of equipment. Payments 
made by a lessee to a lessor for the use 
of equipment under the foilowing 
conditions: 

(1) A rental or lease agreement is set 
out in writing and signed by the parties 
and specifies the equipment covered by 
the lease. 

(2) The iquipment rented or leased 
does not exceed that which is 
reasonable and necessary for the 
legitimate business purposes of the lease 
or rental and is used exclusively by the 
lessee when being used by the lessee. 

(3) The lease provides for a term of 
rental or lease of at least 1 year. 

(4) The rental charges over the term of 
the lease are set in advance, are 
consistent with fair market value, and 
are not determined in a manner that 
takes into account the volume or value 
of any referrals or other business 
generated between the parties. 

(5) The lease would be commercially 
reasonable even if no referrals were 
made between the parties. 

(c) Bona fide employment 
relationships. Any amount paid by an 
employer to a physician (or immediate 
family member) who has a bona fide 
employment relationship with the 
employer for the provision of services if 
the following conditions are met: 

(1) The employment is for identifiable 
services. 

(2) The amount of the remuneration 
under the employment is- 

(i) Consistent with the fair market 
value of the services: and 

(ii) Except as provided in paragraph 
(c)(4) of this section. is not determined 
in a manner that takes into account 
(directly or indirectly) the volume or 
value of any referrals by the referring 
physician. 

(3) The remuneration is provided 
under an agreement that would be 
commercially reasonable even if no 
referrals were made to the employer. 

(4) Paragraph (c) (2) (ii) of this section 
does not prohibit payment of 

remuneration in the form of a 
productivity bonus based on services 
performed personally by the physician 
(or immediate family member of the 
physician). 

(d) Personal service arrangements- 
(1) General. Remuneration from an 
entity under an arrangement to a 
physician or immediate family member 
of the physician. including 
remuneration for specific physicians’ 
services furnished to a nonprofit blood 
center. if the following conditions are 
met: 

(i) The arrangement is set out in 
writing, is signed by the parties, and 
specifies the services covered by the 

an$Kgangement covers all of the 
services to be furnished by the 
physician (or an immediate family 
member of the physician) to the entity. 

(iii) The aggregate services contracted 
for do not exceed those that are 
reasonable and necessary for the 
legitimate business purposes of the 

~~g%%m of the arrangement is for 
at least 1 year. 

(v) The compensation to be paid over 
the term of the arrangement is set in 
advance. does not exceed fair market 
value. and, except in the case of a 
physician incentive plan, is not 
determined in a manner that takes into 
account the volume or value of any 
referrals or other business generated 
between the parties. 

(vi) The services to be furnished 
under the arrangement do not involve 
the counseling or promotion of a 
business arrangement or other activity 
that violates any State or Federal law. 

(2) Physician incentive plan 
exception. In the we of a physician 
incentive plan between a physician and 
an entity, the compensation may be 
determined in a manner (through a 
withhold, capitation. bonus, or 
otherwise) that takes into account 
directly or indirectly the volume or 
value of any referrals or other business 
generated between the parties. if the 
plan meets the following requirements: 

(i) No specific payment is made 
directly or indirectly under the plan to 
a physician or a physician group as an 
inducement to reduce or limit medically 
necessary services furnished with 
respect to a specific individual enrolled 
in the entity. 

(ii) In the case of a plan that places 
a physician or a physician group at 
substantial financial risk as determined 
by the Secretary under section 
1876(i)(8) (A) (ii) of the Act. the plan 
complies with any requirements the 
Secretary has imposed under that 
section. 
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(iii) Upon request by the Secretary. 
the entity provides the Secretav with 
access to descriptive information 
regarding the plan. in order to permit 
the Secretary to determine whether the 
plan is in compliance with the 
requirements of paragraph (d) (2) of this 
section. 

(3) Until January 1. 1995. the 
provisions in paragraph (d) (1) and (2) 
of this section do not apply to any 
arrangements that meet the 
requirements of section 1877(e) (2) or 
section 1877(e)(3) of the Act as they 
read before they were amended by the 
Omnibus Budget Reconciliation Act of 
1993 (Public Law 103-66). 

(e) Physician recruitment. 
Remuneration provided by a hospital to 
recruit a physician that is intended to 
induce the physician to relocate to the 
geographic area served by the hospital 
in order to become a member of the 
hospital’s medical staff, if all of the 
following conditions are met: 

(1) The arrangement and its terms are 
in writing and signed by both parties. 

(2) The arrangement is not 
conditioned on the physician’s referral 
of 

P 
atients to the hospital. 

3) The hospital does not determine 
(directly or iidirectly) the amount or 
value of the remuneration to the 
physician based on the volume or value 
of any referrals the physician generates 
for the hospital. 

(4) The physician is not precluded 
from establishing staff privileges at 
another hospital or referring business to 
another e&y. 

(fl Isolated transactions. Isolated 
fi&ncial transactions. such as a one- 
time sale of property or a practice. if all 
of the conditions set forth in paragraphs 
(c)(2) and (c)(3) of this section are met 
with respect to an entity in the same 
manner as they apply to an employer. 
There can be no additional transactions 
betwen the parties for 6 months after 
the isolated transaction. except for 
transactions which are specifically 
excepted under the other provisions in 
!$§ 4 11.355 through 4 11.357. 

(9, Arrangements with hospitals. (1) 
Until January 1, 1995, any 
compensation arrangement between a 
hospital and a physician or a member of 
a physician’s immediate family if the 
arrangement does not relate to the 
furnishing of clinical laboratory 
services; or 

(2) Remuneration provided by a 
hospital to a physician if the 
remuneration does not relate to the 
furnishing of clinical laboratory 
services. 

(h) Group practice arrangements with 
a hospital. An arrangement between a 
hospital and a group practice under 
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which clinical laboratory services are 
provided by the group but are billed by 
the hospital if the following conditions 
are met: 

(1) W’ith respect to services provided 
to an inpatient of the hospital, the 
arrangement is pursuant to the 
provision of inpatient hospital services 
under section 1861 (b)(3) of the Act. 

(2) The arrangement began before 
December 19, 1989. and has continued 
in effect without interruption since 
then. 

(3) With respect to the clinical 
laboratory services covered under the 
arrangement. substantially all of these 
services furnished to patients of the 
hospital are furnished by the group 
under the arrangement. 

(4) The arrangement is in accordance 
with an agreement that is set out in 
writing and that specifies the services to 
be furnished by the parties and the 
compensation for services furnished 
under the agreement. 

(5) The compensation paid over the 
term of the agreement is consistent with 
fair market value. and the compensation 
per unit of services is fixed in advance 
and is rot determined in a manner that 
takes into account the volume or value 
of any referrals or other business 
generated between the parties. 

(6) The compensation is provided in 
accordance with an agreement that 
would be commercially reasonable even 
if no referrals were made to the entity. 

(i) Payments by a physician. Payments 
made by a physician- 

(1) To a laboratory in exchange for the 
provision of clinical laboratory services; 
or 

(2) To an entity as compensation for 
other items or services that are 
furnished at a price that is consistent 
with fair market value. 

g 411.360 Group practice attestation. 

(a) Except as provided in paragraph 
(b) of this section, a group practice (as 
defined in section 1877(h) (4) of the Act 
and 5 4 11.35 1) must submit a written 
statement to its carrier annually to attest 
that. during the most recent 12-month 
period (calendar year. fiscal year. or 
immediately preceding 12-month 
period) 75 percent of the total patient 
care services of group practice members 
was furnished through the group. was 
billed under a billing number assigned 
to the group, and the amounts so 
received were treated as receipts of the 

group. 
(b) A newly-formed group practice 

(one in which physicians have recently 
begun to practice together) or any group 
practice that has been unable in the past 
to meet the requirements of section 
1877(h)(4) of the Act must- 

(1) Submit a written statement to 
attest that. during the next 12-month 
period (calendar year, fiscal year, or 
next 12 months). it expects to meet the 
75-percent standard and will take 
measures to ensure the standard is met; 
and 

(2) At the end of the 12-month period. 
submit a written statement to attest that 
it met the 75percent standard during 
that period, billed for those services 
under a billing number assigned to the 
group, and treated amounts received for 
those services as receipts of the group. 
If the group did not meet the standard, 
any Medicare payments made for 
clinical laboratory services furnished by 
the group during the 12-month period 
that were conditioned upon the 
standard being met are overpayments. 

(c) Once any group has chosen 
whether to use its fiscal year, the 
calendar year. or some other 12-month 
period, the group practice must adhere 
to this choice. 

(d) The attestation must contain a 
statement that the information furnished 
in the attestation is true and accurate 
and must be signed by a group 
representative. 

(e) A group that intends to meet the 
definition of a group practice in order to 
qualify for an exception described in 
SS 411.355 through 4 11.357. must 
submit the attestation required by 
paragraph (a) or paragraph (b)(l) of this 
section, as applicable, to its carrier by 
December 12. 1995. 

5. Section 4 11.361 is revised to read 
as follows: 

9411.361 Reporting requirements. 

(a) Basic rule. Except as provided in 
paragraph (b) of this section, all entities 
furnishing items or services for which 
payment may be made under Medicare 
must submit information to HCFA 
concerning their financial relationships 
(as defined in paragraph (d) of this 
section), in such form, manner. and at 
such times as HCFA specifies. 

(b) Exception. The requirements of 
paragraph (a) of this section do not 
apply to entities that provide 20 or 
fewer Part A and Part B items and 
services during a calendar year. or to 
designated health services provided 
outside the United States. - 

(cl Reauired information. The 
.I ‘ 

information submitted to HCFA under 
paragraph (a) of this section must 
include at least the following: 

(1) The name and unique physician 
identification number (UPIN) of each 
physician who has a financial 
relationship with the entity: 

(2) The name and UPIN of each 
physician who has an immediate 
relative (as defined in 5 4 11.35 1) who 

has a financial relationship u,ith the 
entity: 

(3) The covered items and services 
provided by the entity: and 

(4) With respect to each physician 
identified under paragraphs (c) (1) and 
(c)(2) of this section, the nature of the 
financial relationship (including the 
extent and/or value of the ownership or 
investment interest or the compensation 
arrangement. if requested by HCFA). 

(d) Reportable financial relationships. 
For purposes of this section, a financial 
relationship is any ownership or 
investment interest or any 
compensation arrangement, as described 
in section 1877 of the Act. 

(e) Form and timing of reports. 
Entities that are subject to the 
requirements of this section must 
submit the required information on a 
HCFA-prescribed form within the time 
period specified by the servicing carrier 
or intermediary. Entities are given at 
least 30 days from the date of the 
carrier’s or intermediary’s request to 
provide the initial information. 
Thereafter, an entity must provide 
updated information within 60 days 
from the date of any change in the 
submitted information. Entities must 
retain documentation sufficient to verify 
the information provided on the forms 
and, upon request, must make that 
documentation available to HCFA or the 
OIG. 

(f) Consequences offailure to report. 
Any person who is required, but fails 
to submit information concerning his or 
her financial relationships in 
accordance with this section is subject 
to a civil money penalty of up t0 
$10.000 for each day of the period 
beginning on the day following the 
applicable deadline established under 
paragraph (e) of this section until the 
information is submitted. Assessment of 
these penalties will comply with the 
applicable provisions of part 1003 of 
this title. 

(g) Public disclosure. Information 
furnished to HCFA under this section is 
subject to public disclosure in 
accordance with the provisions of part 
401 of this chapter. 

(Catalog of Federal Domestic Assistance 
Program No. 93.774, Medicare- 
Supplementary Medical Insurance Program) 

Dated: January 16. 1995. 
Bruce C. Vladeck. 
Administrator. Health Care Financing 
Adminisration. 

Dated: May 10. 1995. 
Donna E. Shalala. 

Secretary. 
[FR Dot. 95-19647 Filed 8-11-95: 8:45 am1 
BILLING COOE 412041-P 
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DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Health Care Financing Administration 

42 CFR Parts 411,424,435, and 455 

[HCFA-1809-P] 

RIN 0938-AG80 

Medicare and Medicaid Programs; 
Physicians’ Referrals to Health Care 
Entities With Which They Have 
Financial Relationships 

AGENCY: Health Care Financing 
Administration (HCFA). HHS. 

ACTION: Proposed rule. 

SUMMARY: This proposed rule would 
incorporate into regulations the 
provisions of sections 1877 and 1903(s) 
of the Social Security Act. Under 
section 1877. if a physician or a member 
of a physician’s immediate family has a 
financial relationship with a health care 
entity, the physician may not make 
referrals to that entity for the furnishing 
of designated health services under the 
Medicare program, unless certain 
exceptions apply. The following 
services are designated health services: 

l Clinical laboratory services. 
l Physical therapy services. 
l Occupational therapy services. 
l Radiology services. including 

magnetic resonance imaging, 
computerized axial tomography scans. 
and ultrasound services. 

l Radiation therapy services and 
supplies. 

l Durable medical equipment and 
supplies. 

l Parenteral and enteral nutrients. 
equipment. and supplies. 

l Prosthetics. orthotics. and 
prosthetic devices and supplies. 

l Home health services. 
l Outpatient prescription drugs. 
l inpatient and outpatient hospital 

services. 
In addition. section 1877 provides 

that an entity may not present or cause 
to be presented a Medicare claim or bill 
to any individual. third party payer. or 
other entity for designated health 
services furnished under a prohibited 
referral, nor may the Secretary make 
payment for a designated health service 
furnished under a prohibited referral. 

Section 1903(s) of the Social Security 
Act extended aspects of the referral 
prohibition to the Medicaid program. It 
denies payment under the Medicaid 
program to a State for certain 
expenditures for designated health 
services. Payment would be denied if 
rhe services are furnished to an 
individual on the basis of a physician 

referral that would result in the denial 
of pavmeni for the services under 
h4edicare if Medicare covered the 
services to the same extent and under 
the same terms and conditions as under 
the State plan. 

This proposed rule incorporates these 
statutory provisions into the Medicare 
and Medicaid regulations and interprets 
certain aspects of the law. The proposed 
rule is based on the provisions of 
section 1903(s) and section 1877 of the 
Social Security Act, as amended by 
section 13562 of the Omnibus Budget 
Reconciliation Act of 1993, and by 
section 152 of the Social Security Act 
Amendments of 1994. 
DATES: Comments will be considered if 
we receive them at the appropriate 
address, as provided below, no later 
than 5 p.m. on March IO. 1998. We will 
also consider comments that we 
received in response to the final rule 
with comment period, “Physician 
Financial Relationships With. and 
Referrals to. Health Care Entities That 
Furnish Clinical Laboratory Services 
and Financial RelationshiD ReDorting 
Requirements.” which we’pubhshed”in 
the Federal Register on August 14. 1995 
(60 FR 41914). 
ADDRESSES: Mall written comments (1 
original and 3 copies) to the following 
address: Health Care Financing 
Administration. Department of Health 
and Human Services. Attention: HCFA- 
1809-P. P.O. Box 26688, Baltimore. MD 
21207. 

If you prefer, you may deliver your 
written comments (1 original and 3 
copies) to one of the following 
addresses: 
Room 309-G. Hubert H. Humphrey 

Building, 200 Independence Avenue. 
SW.. Washington, DC 2020 1, or 

Room C5-09-26.7500 Security 
Boulevard, Baltimore. MD 21244- 
1850. 
Comments may also be submitted 

electronically to the following e-mail 
address: hcfal809p.hcfa.gov. E-mail 
comments must include the full name 
and address of the sender and must be 
submitted to the referenced address in 
order to be considered. All comments 
must be incorporated in the e-mail 
message because we may not be able to 
access attachments. Because of staffing 
and resource limitations. we cannot 
accept comments by facsimile (FAX) 
transmission. In commenting, please 
refer to file code HCFA- 1809-P. 
Comments received timely will be 
available for public inspection as they 
are received. generally beginning 
approximately 3 weeks after publication 
of a document. in Room 309-G of the 
Department’s offices at 200 

Independence Avenue, SW.. 
Washington. DC. on Monday through 
Friday of each week from 8:30 a.m. to 
5 pm. (phone: (202) 690-7890). 

Copies: To order copies of the Federal 
Register containing this document. send 
your request to: New Orders, 
Superintendent of Documents. P.O. Box 
371954. Pittsburgh. PA 15250-7954. 
Specify the date of the issue requested 
and enclose a check or money order 
payable to the Superintendent of 
Documents. or enclose your Visa or 
Master Card number and expiration 
date. Credit card orders can also be 
placed by calling the order desk at (202) 
783-3238 or by faxing to (202) 275- 
6802. The cost for each copy is $8. As 
an alternative, you can view and 
photocopy the Federal Register 
document at most libraries designated 
as Federal Depository Libraries and at 
many other public and academic 
libraries throughout the country that 
receive the Federal Register. 

This Federal Register document is 
also available from the Federal Register 
online database through GPO Access, a 
service of the U.S. Government Printing 
Office. Free public access is available on 
a Wide Area Information Server (WAIS) 
through the Internet and via 
asynchronous dial-in. Internet users can 
access the database by using the World 
Wide Web: the Superintendent of 
Documents home page address is http:/ 
/www.access.gpo.gov/su-docsf, by 
using local WAIS client software. or by 
telnet to swais.access.gpo.gov. then log 
in as guest (no password required). Dial- 
in users should use communications 
software and modem to call (202) 5 1 Z- 
1661: type swais, then log in as guest 
(no password required). 
FOR FURTHER INFORMATION CONTACT: 

Joanne Sinsheimer (4 10) 786-4620. 
SUPPLEMENTARY INFORMATION: To assist 
readers -in referencing sections 
contained in this proposed rule. we are 
providing the following table of 
contents: 

Table of Contents 

1. Background , 
A. Problems Associated with Physician 

Self-referrals 
B. Legislation Designed to Address Self- 

referrals and Similar Practices 
1. Legislative history of section 1877 
2. Recent provisions and how they relate 

to each other 
C. HCFA and OK Regulations Relating to 

Section 1877 
II. Sections 1877 and 1903(s) of the Act and 

the Provisions of This Proposed Rule 
A. Reflecting the Statutory Changes in 

Section 1877 
I. General prohibition 
2. Definitions 
a. Referral. referring physician 
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provision of such services does not 
present a risk of program or patient 
abuse. * * *.” As discussed in the 
August 1995 final rule. it is our 
interpretation that this paragraph is 
intended to provide for the possibility of 
our liberalizing the conditions described 
in section 1877(b)(Z)(A)(ii)(II); that is, 
the conditions concerning the provision 
of services in “another building” that is 
used by a grotip practice. 

l The ancillary services must be 
billed by one of the following: 

+ The physician performing or 
supervising the services. 

+ A group practice of which the 
physician is a member under a billing 
number assigned to the group practice. 
(Prior to January 1, 1995. this provision 
did not require that the services be 
billed under a group practice’s billing 
number.) 

+ An entity that is wholly owned by 
the physician or group practice. 

The August 1995 final rule 
incorporated into our regulations an in- 
office ancillary services exception that 
was based on the statutory provision, as 
it was in effect on January 1, 1992. at 
5 4 11.355(b). This proposed rule would 
revise 5 4 11.355(b) to conform it to the 
current statutory provision. That is. it 
would- 

* Specify that the exception does not 
apply to durable medical equipment 
(other than infusion pumps) or to 
parenteral and enter-al nutrients. 
equipment. and supplies: and 

l Revise paragraph (b)(2) of 5 4 11.355 
to require that the services be furnished 
in one of the following locations: 

+ A building in which the referring 
physician (or another physician who is 
a member of the same group practice) 
furnishes physician services unrelated 
to the furnishing of designated health 
services. 

+ A building that is used by the 
group practice for the provision of some 
or all of the group’s clinical laboratory 
services. 

+ A building that is used by the 
group practice for the centralized 
provision of the group’s designated 
health services (other than clinical 
laboratory services). 

l Indicate that when a group practice 
bills for ancillary services, the services 
must be billed under a billing number 
assigned to the group practice. 

We have also made several other 
changes to the in-office ancillary 
services exception that we discuss in 
section III of this preamble. 

For purposes of the in-office ancillary 
services exception, the August 1995 
final rule also defined “direct 
supervision” at § 4 11.35 1. The rule 
defines this term as supervision by a 

physician who is present in the office 
surte and immediatelv a\,ailable to 
provide assistance anb direction 
throughout the time services are being 
performed. This proposed rule would 
retain that definition, with several 
changes that are meant to clarify the 
meaning of the term “present in the 
office suite.” We discuss these changes 
in section III of this preamble. 

c. Exception--certain prepaid health 
plans 

Section 1877(b) (3) specifies that the 
prohibition on referrals does not apply 
to services furnished by certain prepaid 
health plans. To qualify for the 
exception, the services must be 
furnished by a Federally-qualified 
health maintenance organization 
(within the meaning of section 13 1 O(d) 
of the Public Health Services Act) to its 
enrollees or by a prepaid health care 
organization to its enrollees under a 
contract or agreement with Medicare 
under one of the following statutory 
authorities: 

l Section 1876. which authorizes us 
to enter into contracts with health 
maintenance organizations and 
competitive medical plans to furnish 
covered items and services on a risk- 
sharing or reasonable cost basis. 

l Section 1833(a) (1) (A). which 
authorizes payment for Medicare Part B 
services to prepaid health plans on a 
reasonable cost basis. 

l Section 402(a) of the Social Security 
Amendments of 1967 or section 222(a) 
of the Social Security Amendments of 
1972. both of which authorize us to 
conduct demonstration projects 
involving payments on a prepaid basis. 

The August 1995 final rule 
incorporated section 1877 (b) (3) into our 
regulations at § 4 11.355(c). We are 
proposing to set forth at 5435.1012(b) 
an exception for services provided by 
organizations analogous to those cited 
above to enrollees under the Medicaid 
program. We discuss this proposal in 
section III of this preamble. 

d. Other exceptions 

Effective January I, 1995. section 
1877(b)(4) authorizes the Secretary to 
provide in regulations for additional 
exceptions for financial relationships, 
beyond those specified in the statute, if 
she determines that they do not pose a 
risk of Medicare program or patient 
abuse. The Secretary determined. based 
on the rationale explained in the August 
1995 final rule. that referrals for certain 
clinical laboratory services furnished in 
an ambulatory surgical center or end 
stage renal disease facility. or by a 
hospice do not pose a risk ot Medicare 
program or patient abuse. The Secretary 

found no risk of abuse when payments 
for these services are included in the 
ambulatory surgical center payment 
rate. the end stage renal disease 
composite payment rate. or as part of 
fhe hOsplCe payment rate. respectivelv. 
Therefore. the -August 1995 final rule< 
incorporated an exception for those 
services into our regulations at 
5 4 11.355(d). This proposed rule would 
retain that provision, with a change 
discussed below. Because this proposed 
rule covers 10 additional designated 
health services. this exceptionwould 
now apply to anv of the designated 
health services provided in the same 
manner. 
Aswe noted in the August 1995 final 

rule, we excepted the listed services 
because they are furnished as part of a 
comnosite rate that cannot varv in 
response to utilization. We are 
amending 5 411.355(d) to allow the 
Secretary to except services furnished 
under other payment rates that the 
Secretary determines provide no 
financial incentive for either 
underutilization or overutilization. or 
any other risk of program or patient 
abuse. We are specifically soliciting 
comments on whether there are 
analogous composite rates under the 
Medicaid program that are similarly 
guaranteed not to result in program or 
patient abuse. Commenters who are 
interested in this issue should 
demonstrate why they believe a 
particular kind of service should qualify 
for the exception. 

4. Exceptions That Apply Only to 
Certain Ownership or Investment 
Interests 

The statute also provides that certain 
ownership or investment interests do 
not constitute a “financial relationship” 
for purposes of the section 1877 
prohibition on referrals. 

a. Exception-certain investment 
securities and shares 

Under section 1877(c). the prohibition 
on referrals does not apply in the case 
of ownership by a physician (or 
immediate family member) of the 
following: 

l Investment securities (including 
shares or bonds. debentures, notes. or 
other debt instruments) that may be 
purchased on terms generally available 
to the public and that are- 

* Securities listed on the New York 
Stock Exchange, the American Stock 
Exchange, or any regional exchange in 
which quotations are published on a 
daily basis, or foreign securities listed 
on a recognized foreign, national. or 
regional exchange in which quotations 
are published on a daily basis. or 
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to rentals or leases. the value of rental 
property for general commercial 
purposes (not taking into account its 
intended use) and. in the case of a lease 
of space by a lessor that is a potential 
source of patient referrals to the lessee, 
not adjusted to reflect the additional 
value the prospective lessee or lessor 
would attribute to the proximity or 
convenience to the lessor. (Meeting the 
fair market value standard is a 
requirement for several of the other 
compensation-related exceptions in the 
statute. We discuss these other 
exceptions later in this preamble.) 

The August 1995 final rule 
incorporated the provisions of section 
1877(e) (1) (A) into our regulations at 
3 4 11.357(a), without imposing any 
additional requirements. This proposed 
rule would retain 5 4 11.357(a). In 
addition, the final rule incorporated the 
definition of “fair market value” in 
5 4 11.35 1. This proposed rule would 
retain the definition. Also. since the 
statute requires that fair market value be 
“consistent with the general market 
value.” we have added to the definition 
an explanation of “general market 
value.” 

b. Exception-rental of equipment 

Section 1877(e)(l)(B) provides an 
exception for payments made by a 
lessee of equipment to the lessor for the 
use of the equipment if the following 
conditions are met: 

l The lease is set out in writing, 
signed by the parties. and specifies the 
equipment covered by the lease. 

l The equipment rented or leased 
does not exceed that which is 
reasonable and necessary for the 
legitimate business purposes of the 
rental or lease and is used exclusively 
by the lessee when being used by the 
lessee. 

l The lease provides for a term of 
rental or lease of at least 1 year. 

l The rental charges over the term of 
the lease are set in advance. are 
consistent with fair market value, and 
are not determined in a manner that 
takes into account the volume or value 
of any referrals or other business 
generated between the parties. 

l The lease would be commercially 
reasonable even if no referrals were + 
made between the parties. 

l The lease meets any other 
requirements the Secretary may impose 
by regulation’as needed to protect 
against Medicare program or patient 
abuse. I 

The August 1995 final rule 
incorporated the provisions of section 
1877(e) (2) into our regulations at 
§ 4 11.357(c). without imposing any 
additional requirements. This proposed 
rule would retain 5 4 11.357(c). but with 
additional requirements that we 
describe in section III. The final rule 
also incorporated the definition of 
“employee” into our regulations at 
5 4 11.35 1. Again. this proposed rule 
would retain that definition. 
/ 

The August 1995 tinal rule 
incorporated this provision into our 
regulations at 5 4 11.3.57(b). without < 

d. fiception-personal service 
arrangements 

Under section 1877(e)(3)(A). 

§ 4 11.357(b). with minor editorial 
changes. 

c. Exception-bona fide employment 
relationship 

Under section 1877(e)(2). any amount 
paid by an employer to a physician (or 
an immediate family member of the 
physician) who has a bona fide 
employment relationship with the 
employer for the provision of services 
does not constitute a compensation 
arrangement for purposes of the 
prohibition if the following conditions 
are met: 

l The employment is for identifiable 
services. 

l The amount of the remuneration 
under the employment is consistent 
with the fair market value of the 
services and (except for certain 
productivity bonuses) is not determined 
in a manner that takes into account 
(directly or indirectly) the volume or 
value of any referrals by the referring 
physician. 

9 The remuneration is made in 
accordance with an agreement that 
would be commercially reasonable even 
if no referrals were made to the 
employer. 

l The employment meets any other 
requirements the Secretary may impose 
by regulation as needed to protect 
against Medicare program or patient 
abuse. 

The statute provides that. under this 
exception. a productivity bonus that is 
based on services performed personally 
by the physician (or immediate family 
member) does not violate the “volume 
or value of referrals” standard. 

“Emolovee” is defined in section 
1877(h) (2f as an individual who would 
be considered to be an employee of the 
entity under the usual common law 
rules that apply in determining 
employer-employee relationships. as 
applied for purposes of section 
3 12 1 (d) (2) of the Internal Revenue Code 
of 1986. 

imposing any additional requirements. 
This proposed rule would retain 

remuneration from an entity under an 
arrangement (including remuneration 

for specific physician services furnished 
to a nonprofit blood center) does not 
constitute a compensation arrangement 
for purposes of the prohibition on 
referrals if the following conditions are 
met: 

l The arrangement is set out in 
writing, signed by the patties. and 
specifies the services covered by the 
arran ement. 

l # he arrangement covers all of the 
services to be furnished by the 
physician (or immediate family 
member) to the entity. 

l The aggregate services contracted 
for do not exceed those that are 
reasonable and necessary for the 
legitimate business purposes of the 
arrangement. 

l The term of the arrangement is for 
at least 1 year. 

l The compensation to be paid over 
the term of the armngement is set in 
advance. does not exceed fair market 
value, and, except in the case of a 
physician incentive plan (as described 
below) is not determined in a manner 
that takes into account the volume or 
value of any referrals or other business 
generated between the parties. 

l The services to be performed under 
the anangement do not involve the 
counseling or promotion of a business 
arrangement or other activity that 
violates State or Federal law. 

l The arrangement meets any other 
requirements the Secretary may impose 
by regulation as needed to protect 
against program or patient abuse. 

The August 1995 final rule 
incorporated section 1877(e)(3)(A) into 
our regulations at 5 411.357(d)(l). 
without imposing any additional 
requirements. This proposed rule would 
retain § 4 11.357(d) (1). with several 
changes that we discuss in section 111 of 
this preamble. 

Section 1877(e) (3) (B)(i) provides that, 
in the case of a physician incentive plan 
between a physician and an entity, the 
compensation may be determined in a 
manner (through a withhold. capitation. 
bonus. or otherwise) that takes into 
account. directly or indirectly, the 
volume or value of any referrals or other 
business generated between the parties. 
if the plan meets the following 
requirements: 

l No specific payment is made 
(directly or indirectly) under the plan to 
a physician or a physician group as an 
inducement to reduce or limit medically 
necessary services provided with 
respect to a specific individual enrolled 
with the entity. 

l If the plan places a physician or a 
physician group at substantial financial 
risk as determined by the Secretary 
under section 1876(i)@)(A)(ii). the plan 
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services provided by an entity that 
qualifies as a “hospital” under the 
Medicare conditions of parricipation. 
We further believe that section 
1877(d)(3) covers any “designated 
health services” provided by a hospital, 
rather than just “inpatient or outpatient 
hospital services.” because hospitals 
can provide services to individuals who 
are neither inpatients nor outpatients 
(for example, they provide laboratory 
services to outside patients). 

E. Exceptions That Apply Only to 
Compensation Arrangements 

1. A new exception for all compensation 
arrangements that meet certain 
standards 

Section 1877 of the Act contains a 
number of exceptions to the referral 
prohibition that apply only to 
compensation arrangements. Section 
1877(e) contains eight exceptions to the 
referral prohibition based specifically 
on various kinds of compensation 
arrangements, and these are reflected in 
5 4 Il.357 of the August 1995 final ruie. 
If a physician’s (or family member’s) 
arrangement with an entity falls within 
one of the categories covered by these 
exceptions. and the arrangement meets 
the specific criteria listed for that 
category, the physician is not prohibited 
from making referrals to the entity. 

It has come to our attention that the 
statutory categories, because of their 
specificity, do not encompass some 
compensation arrangements even 
though they may be common in the 
provider community, are based on fair 
market value or are otherwise 
commercially reasonable. and do not 
reflect the volume or value of a 
physician’s referrals. For example. a 
physician can continue to make referrals 
to an entity under section 1877(e) (8) (B) 
even if the physician purchases items 
from the entity. provided the items are 
furnished at fair market value. On the 
other hand, the law does not exempt 
from the referral prohibition situations 
in which entities purchase items from a 
physician, even if the purchase price is 
comparably fair. 

In light of the increase in recent years 
of integrated delivery systems, and the 
complex nature of financial 
arrangements between physicians and 
entities. it is our view that any 
compensation arrangements that are 
based on fair value, and that meet 
certain other criteria. should be 
excepted. Therefore, we are proposing 
to establish a new paragraph (1) in 
5 431.357 to orovide anadditional 
exception for compensation 
arrangements under the authority of 
section 18770. This nrovision 

allows the Secretary to establish 
exceptions for any other financial 
relationship that she determines. and 
specifies in regulations. does not pose a 
risk of program or patient abuse. To 
meet this requirement. we are proposing 
an exception for any compensation 
arrangement between a physician (or 
immediate family member), or any 
group of physicians (even if the group 
does not qualify as a group practice) and 
an entity, provided the arrangement 
meets the following criteria. which we 
believe by their terms will prevent 
program or patient abuse. The 
arrangement must- 

= Be in writing, be signed by the 
parties, and cover only identifiable 
items or services, all of which are 
specified in the agreement: 

l Cover all of the items and services 
to be provided by the physician or 
immediate family member to the entity 
or. alternatively, cross refer to any other 
agreements for items or services 
between any of these parties. 

l SDecifv the timeframe for the 
arrangeme&. which can be for any 
period of time and contain a termination 
clause, provided the parties enter into 
only one arrangement covering the same 
items or services during the course of a 
year. An arrangement made for less than 
1 year may be renewed any number of 
times if the terms of the arrangement 
and the compensation for the same 
items or services do not change; 

l Specify the compensation that will 
be provided under the arrangement. 
which has been set in advance. The 
compensation must be consistent with 
fair market value and not be determined 
in a manner that takes into account the 
volume or value of any referrals (as 
defined in § 4 11.35 I). payments for 
referrals for medical services that are 
not covered under Medicare or 
Medicaid, or other business generated 
between the parties: 

l Involve a transaction that is 
commercially reasonable and furthers 
the legitimate business purposes of the 
parties: and 

l Meet a safe harbor under the anti- 
kickback statute or otherwise be in 
compliance with the anti-kickback 
provisions in section 1128B(b) of the 
Act. 

We would advise the parties involved 
in a compensation arrangement to use 
this exception if they have any doubts 
about whether they meet the 
requirements in the other exceptions 
Iisted in 5 411.357. 

2. A new exception for certain forms of 
“de minimis” compensation 

We are aware that there are a number 
of situations in which physicians or 

their immediate family members receive 
compensation in the form of incidental 
benefits that are not part of a formal, 
written agreement. For example. a 
physician might receive free samples of 
certain drugs or chemicals from a 
laboratory. training sessions for his or 
her staff before entering into an 
agreement with a facility that furnishes 
a designated health service, or training 
sessions that are not considered part of 
the agreement. Also. a provider might 
furnish a physician with free coffee 
mugs or note pads. We are exercising 
our authority under section 1877(b) (4) 
to create a new exception that we 
believe will allow physicians or their 
family members to receive de minimis 
amounts of compensation. without a 
risk that the compensation will result in 
any Medicare p&gram or patient abuse. 

We have drafted the exceotion. which 
would appear at § 411.357(k). to apply 
to noncash items or services. Items 
cannot include cash equivalents, such 
as gift certificates, stocks or bonds, or 
airline frequent flier miles. We propose 
to limit the excention to a value of $50 
per gift, with a $300 per year aggregate. 
This exception would apply only in 
situations in which the ehti’ty providing 
the compensation makes it available to 
all similarly situated individuals, 
regardless of whether these individuals 
refer patients to the entity for services. 
In addition, any compensation a 
physician or family member receives 
from an entity cannot be based in any 
way on the volume or value of the 
physician’s referrals. We believe the 
criteria for this exception, by their 
terms. will prevent patient or program 
abuse. 

3. The “volume or value of referrals” 
standard 

Most of the exceptions in the law 
covering specific kinds of compensation 
arrangements state that the 
compensation involved cannot reflect 
the volume or value of any referrals. 
(We have included a similar standard in 
the two new compensation exceptions 
described above.) We are applying our 
interpretation of that standard as it 
appears in section III.A.6 under our 
discussion of the criteria a group of 
physicians must meet to qualify as a 
“group practice.” In that section, we 
describe what constitutes a “referral” 
for purposes of the “volume or value” 
standard. 

The volume or value of referrals 
standard appears in the exceptions for 
the rental of space or equipment. bona 
fide employment relationships, personal 
services arrangements physician 
recruitment, isolated transactions. and 
group practice arrangements with a 



allowing productivity bonuses under 
the definition of a group practice in 
section 1877(h) (4) (B)(i). This provision 
allows group practices to pay members 
a productivity bonus only if the bonus 
is not directly related to the volume or 
value of a physician’s own referrals. We 
are equalizing the provisions in this 
regard under the authority in section 
1877(e)(2)(D). which allows the 
Secretary to impose by regulation other 
requirements as are needed to protect 
against patient or program abuse. 
Without this change, we believe that 
physicians have an incentive to 
overutilize designated health services, 
since thev can be compensated directlv 
for every;elf referral they make. w 

We would like to ooint out that 
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arraneement with the hosoitai even if 
the dialysis services are actually 
furnished bv technicians whom the 
phvsician emolovs. However. if the 
physician also provides dialysis 
equipment to the hospital. this 
arrangement would have to separately 
meet the exception for the rental of 
equipment in section 1877(e)(l). since 
we do not regard items or equipment as 
“personal services.” 

The personal services exception 
specifies that comnensatlon un&r an 
arrangement cannot be determined in a 
manner that t&es into account the 
volume or value of any referrals or other 
business generated between the parties. 
However. this requirement is ouaiifikd 
to allow compensation to reflect these 
under certain situations in which there 
is a physician incentive plan between a 
physician and an entity. We would like 
to emphasize that the physician 
incentive plan aspect of section 
1877(e)(3) applies only in the context of 
personal services arrangements, and not 
to any other compensation 
arrangements, 

because we have interpreted the concept 
of a “referral” to involve only a 
physician’s requests for designated 
health services covered under Medicare 
or Medicaid, the new requirement will 
in no way affect a physician’s ability to 
receive a productivity bonus for any 
nondesignated health services or 
noncovered services he or she refers or 
performs, or designated health services 
referred by another physician. 

The bona fide employment exception 
does not, by its terms, allow for indirect 
compensation based on profit sharing 
and productivity bonuses for a 
physician’s “incident to” services. The 
group practice definition does allow for 
such compensation. We do not believe 
that we can equalize the provisions in 
this regard, since it is our view that 
there are situations in which 
compensating a physician even 
indirectly for his or her self referrals 
could encourage over-utilization and 
abuse. 

7. Exception for personal services 
arrangements 

Section 1877(e) (3) excepts from the 
referral prohibition situations involving 
remuneration from an entity under a 
personal services arrangement if certain 
criteria are met. The statute does not 
specifyto whom the remuneration must 
be paid or for what kinds of services, 
although we believe the services must 
be “personal services.” 

One of the criteria for this exception 
requires that the arrangement cover all 
of the services to be furnished to the 
entity by the referring physician or an 
immediate family member of the 
physician. Therefore, we are 
interpreting this exception as covering 
services furnished by these individuals. 
We believe there is nothing in the 
statute to preclude a physician or family 
member from having personal services 
arrangements with several entities. (For 
example, a physician might have a 

contract to serve as a hospital’s medical 
director and another contract with an 
unrelated group practice to perform 
surgery.) However. the statute does 
appear to require. in section 
1877(e)(3)(A)(ii). that an excepted 
arrangement with one entity cover all of 
the services to be provided by the 
physician (or family member) to that 
entity. 

We are aware that at times it will not 
be logical for all of a physician’s or 
family member’s contracts for personal 
services to be in one agreement. 
However, we are also aware that entities 
have used multiple contracts. at times. 
in devising schemes to reward 
physicians for their referrals. In order to 
provide physicians and entities with 
more flexibility than the statutory 
requirement that all services appear in 
one agreement, we propose to allow 
multiple agreements, provided that the 
agreements each meet all of the 
requirements described in section 
1877(e) (3) and all separate agreements 
between the entity and the physician 
and the entity and any family members 
incorporate each other by reference. We 
base our proposal on section 1877(b)(4), 
which allows the Secretary to specify, in 
regulations, an exception for any other 
financial relationship that she 
determines does not pose a risk of 
patient or program abuse. In this case, 
because all excepted agreements will be 
subject to the fair market value and 
other standards, and because each 
agreement will make us aware of all 
other agreements, we see no potential 
risk for abuse. 

It is our view that “personal services” 
are not simply the generic Medicare 
services (which are defined in 5 400.202 
to include “items”) but are set&es of 
any kind performed personally by an 
individual for an entity (but nor 
including any items or equipment). We 
are using the broader, more common 
notion of what constitutes a “service” 
based on the fact that all kinds of 
business relationships can trigger the 
referral prohibition; hence, the 
exception should be read to apply to 
business-oriented services in general. 

We are also interpreting the exception 
to mean that the physician or family 
member can actually perform the 
services. or that these individuals can 
enter into an agreement to provide the 
services through technicians or others 
whom they employ. A physician or 
family member cannot, though, include 
equipment or other items as part of an 
excented nersonal services arrangement. 
For example. if a hospital contra& with 

“Physician incentive plans” are 
defined in section 1877(e)(3)(B)(ii) as 
certain compensation arrangements 
between an entity and a physician or 
physician group. We have defined a 
physician group for purposes of the 
physician incentive rules more broadly 
than a group practice under section 
1877, so that a group practice is a subset 
of physician groups. (A final rule with 
comment period governing physician 
incentive plans was published on March 
27.1996. at 61 FR 13430. This rule was 
amended on December 3 1, 1996, at 6 1 
FR 69034.) 

A physician incentive plan is any 
compensation arrangement between an 
entity and a physician or physician 
group that may directly or indirectly 
have the effect of reducing or limiting 
services provided with respect to 
individuals enrolled with the entity. We 
believe that the incentive plan 
qualification applies only when the 
entity paying the physician or physician 
group is the kind of entity that enrolls 
its patients, such as a health 
maintenance organization. Section 
1877(b)(3). the exception for prepaid 
plans. does exempt from the referral 
prohibition almost all designated health 
services provided by these entities to 
Medicare patients who are enrollees. In 
addition. this regulation proposes to 
exempt services provided to Medicaid 
patients by analogous kinds of entities 
(see our discussion of this issue earlier 
in this preamble). Nonetheless. the 
personal services exception. with its 
physician incentive aspect. is still a 
viable exception. This exception could 



must furnish information to the 
Secretary (that is. to HCFA). However, 
we are taking the position that the 
provision allows us to require that 
entities report directly to the States. 
Section 1903(s) provides that section 
1877@ applies “in the same manner” in 
the Medicaid program as it does in 
Medicare. In Medicare. the reports are 
made to the Secretary, the official who 
is responsible for making payment 
under Medicare. “In the same manner,” 
in the context of the Medicaid program, 
would mean that the reports would be 
made to the entity that makes payment: 
that is, the State. thus maintaining a 
symmetry between reporting in the two 
programs. 

We have taken this position because, 
under section ! 903(s). it is the States 
that are at risk 0: losing FFP for paying 
improper claims for designated health 
services submitted by entities that have 
financial relationships with physicians. 
Therefore, in order to ensure that FFP 
will be available, States must determine 
whether a physician has a financial 
relationship with an entity that would 
prohibit referrals under Medicare. Our 
interpretation will allow States to 
protect themselves and to avoid any 
duplication of effort with HCFA. 

We are amending the regulations to 
create a new Subpart C. “Disclosure of 
Information by Pioviders for Purposes of 
the Prohibition on Certain Physician 
Refer&s.” In § 455.108, “Basis.” we 
state that. based on section 1903(s), we 
are applying the reporting requirements 
of section 1877(f) and (9, to Medicaid 
providers of designated health services. 
Section 455109(a) would state that the 
Medicaid agency must require that each 
entity that furnishes designated health 
services submit information to the 
Medicaid agency concerning its 
financial relationships. in such form. 
manner, and at such times as the agency 
specifies. Although the statute requires 
that entities submit information to the 
Secretary. we believe that the State 
should receive this information in the 
Medica’? “ontext. in order to help 
St$es; ._ re that they will receive FFP. 

-‘55.109(b) would specify that 
the requirements of 5455109(a) do not 
apply to entities that provide 20 or 
fewer designated health services under 
the State plan during a calendar year, or 
to any entity for items or services 
provided outside the United States. We 
have derived the limit of 20 or fewer 
designated health services from the 
Medicare regulation interpreting section 
1877(f) (§4l-1.361). - - 

Section 455.109(c) would specifv that 
the information submitted to ;he _I 
Medicaid agency under 5455.109(a) 
must include at least the following: 
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l The name and Medicaid State 
Specific Identifier (MSSI) of each 
physician who has a financial 
relationship with the entity that 
provides services. 

l The name and MSSI of each 
physician who has an immediate 
relative (as defined in s 4 11.35 1) who 
has a financial relationship with the 
entit . 

l T he covered items and services 
furnished by the entity. 

l With respect to each physician 
identified above, the nature of the 
financial relationship (including the 
extent and/or value of the ownership or 
investment interest or the compensation 
arrangement), if requested by the 
Medicaid agency. 

Section 455.109(d) would define a 
reportable financial relationship as an 
ownership or investment interest or any 
compensation arrangement, as defined 
in S 4 11.35 1, including relationships 
that qualify for an exception described 
insS411.355 throu h411.357. 

Section 455.109(e would specify 7 
that- 

* Entities that are subject to the 
reporting requirements must submit the 
required information on a prescribed 
form within the time period specified by 
the Medicaid agency. Similarly, entities 
must report to the Medicaid agency all 
changes in the submitted information 
within a timeframe specified by the 
State. We believe that States have the 
discretion to determine these deadlines 
in line with 5 455109(a). which requires 
that the Medicaid agency gather 
information on financial relationships 
in such form, manner, and at such times 
as the agency specifies. 

l Entities must retain documentation 
sufficient to verify the information 
provided on the forms and. upon 
request, must make that documentation 
available to the Medicaid State agency, 
HCFA. or the OIG. 

Section 455.109(f) would reflect 
section 1877 (g) (5)) specifying that any 
entity that is required, but has failed, to 
meet the reporting requirements of 
5 455.109(a). is subject to a civil money 
penalty of not more than S 10,000 for 
each day of the period beginning on the 
day following the applicable deadline 
until the information is submitted. It 
would further specify that assessment of 
the penalty will comply with the 
applicable provisions of 42 CFR part 
1003. 

IV. Our Responses to Questions About 
the Law 

In this section of the preamble. we 
have included some of the most 
common questions concerning 
physician referrals that we have 

received from physicians, providers, 
and others in the health care 
community. (Note that. in this section, 
we are using the term “provider” In the 
generic sense to include all providers of 
health care services. That is, we are not 
using the term with the special meaning 
given in our regulations at 5 400.202.) 
We summarize these questions below 
and present our interpretation of how 
we believe the law applies in the 
situations that have been described to 
us. We have organized this section so 
that the issues raised by the questions 
appear in the order in which they 
appear in the regulation. 

A. Definitions 

1. Compensation Arrangement 

What is an “‘indirect” compensation 
arrangement? We defined a 
“compensation arrangement” in the 
August 1995 final rule, in line with the 
statute. as any arrangement involving 
any remuneration, direct or indirect. 
between a physician (or family member) 
and an entity. This means that a 
compensation arrangement can result 
when remuneration flows from an entity 
to a physician or family member, or 
from a physician or family member to 
an entity. We have received a number of 
inquiries on what constitutes an 
“indirect” compensation arrangement. 
We believe that a physician or family 
member can receive compensation from 
an entity, even if the payment is 
“funneled through” a business or other 
entity or association and even if the 
payment changes form before the 
physician actually receives it. 

For example, suppose that a hospital 
has contracted with a group practice for 
the group to furnish physician services 
and to otherwise staff the hospital. The 
hospital pays the group practice. which 
might be a professional corporation or a 
similar association or entity, for the 
physician services under a personal 
services arrangement, rather than 
directly compensating the individual 
physicians. The group practice, in turn. 
pays the individual physicians a salary 
that in some way reflects the hospital’s 
payments. 

It is our position that. in such a 
scenario, each physician has been 
indirectly compensated by the hospital 
for his or her own services. As a result. 
the physicians have a compensation 
arrangement with the hospital. In the 
absence of an exception. the physicians 
would be prohibited from referring to 
the hospital for the furnishing of 
designated health services. 

We believe that a physician has 
received indirect compensation whether 
the “intervening” professional 
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association, corporation. or other entity 
directly receiving payment is a group 
practice or any other type of physician 
or nonphysician owned entity. We also 
believe a physician can receive indirect 
compensation through a nonprofit 
enterprise if that enterprise is controlled 
by an individual who is in a position to 
influence the physician’s referrals. For 
example, the owner of a clinical 
laboratory who also ser.es as the 
director of a nonprofit research facility 
could provide a physician with research 
grants in exchange for referrals to the 
laboratory. We are considering regarding 
as indirect compensation any payment 
to a physician that passes from an entity 
that provides for the furnishing of 
designated health services, no matter 
how many intervening “levels” the 
payment passes through or how often it 
changes form. We directly solicit 
comments on this approach. 

We would also like to reiterate a point 
that we made in the preamble to the 
August 1995 final rule. Just because a 
hospital or similar entity is affiliated 
with a physician or group of physicians 
does not automatically mean that the 
hospital or similar entity is 
compensating the physicians. 
Physicians and entities can have joint 
ventures and similar relationships in 
which the hospital or similar entity and 
the physicians share profits, but do not 
compensate each other. 

Which exceptions apply in indirect 
situations? We have also received 
questions about which exception 
applies when an indirect payment 
changes form. For example. in the 
situation described above, a hospital 
makes payments to a group practice 
under a personal services arrangement. 
The group practice. in turn. passes the 
payments on in the form of salary 
payments to its physician employees. 
We believe that the compensation at 
issue involves a personal services 
arrangement between. the hospital and 
the group practice (see the discussion in 
III.E.6 of this preamble about personal 
services arrangements between entities 
and group practices. rather than 
between entities and individual 
physicians). 

We are interpreting the statute to 
focus on the payment the entity 
furnishing designated health services 
initially makes to determine the 
appropriate exception. In this case. the 
hospital is making a payment under a 
personal ~er-vice~ arrangement. and is 
not in any way makmg a salary payment 
to its own employees. I hus. we believe 
the physicians could make referrals to 
the hospital if the group practice’s 
personal services arrangement with the 

hospital meets the criteria under the 
personal services exception. 

It 1s our view, that the salary payment 
lrom the group practice to its physician 
employees is a payment separate from 
the remuneration flowing indirectly 
from the hospital to the physicians. As 
a result. this payment, as a payment 
from the group practice, should itself 
have no additional effect on a 
physician’s ability to refer to the 
hospital. fThe nature of the payment 
might, however. affect whether the 
physicians qualify as a group practice. 
See the discussion in section III.A.6 of 
this preamble covering the 
characteristics of a group practice.) 

2. Entity 

What are the characteristics of an 
“‘entity” that provides for the furnishing 
ofdesignated health services? We have 
received a number of questions about 
what constitutes an “entity” involved in 
the furnishing of designated health 
services and who owns that entity. For 
example. a group of individuals asked 
us whether they own a hospital based 
solely on the fact chat they own the 
building that ho e hospital. We 
believe that an cr3 ‘emit ” for purposes of 
section 1877 is the business, 
organization, or other association that 
actually furnishes. or provides for the 
furnishing of. a service to a Medicare or 
h4edica; patient r@ bills for thaf 
service or receives payment for the 
s-from the billing entity as part of 
an “under arrangements” or similar 
agreement). - 

An “entitv.” therefore, does not 
include anyperson. business. or other 
organization or association that owns 
the components of the operation-such 
as owning the building that houses the 
entity or the equipment the entity 
uses-without owning the operation 
itself. For example. a physician might 
own and operate an MRI machine in his 
or her office. If this physician enters 
into a lease arrangement for the use of 
the MRI machine every Tuesday by the 
physician down the hall, who bills for 
the services. we believe that the 
physician down the ha11 is the entity 
providing MRI services to his or her 
patients on Tuesday. This physician 
could refer patients for MRI sex-vices if 
he or she qualifies for an exception. 
such as the in-office ancillary services 
exception. 

When is an entity furnishing. or 
providing for the furnishing oi; 
designated health services?Section 
1877(a) (1) (A) prohibits a physician from 
making a referral to an entity “for the 
furnishing of designated health 
services” if the physician or a family 
member has a financial relationship 

with that entity. The health care 
community has expressed some 
confusion about when an entitv is one 
involved in the “furnishing of’ 
designated health services. 

We have, for example, received 
questions about which entities are the 
relevant ones when some entities only 
bill for services. while others actually 
directly “furnish” the services. For 
example in an “under arrangements” 
situation, a hospital, rural primary care 
hospital. skilled nursing facility (SNF), 
home health agency, or hospice program 
contracts with a separate provider to 
furnish services to the hospital’s, SNF’s. 
or other contracting entity’s patients, for 
which the hospital, SNF or other 
contracting entity ultimately bills. 

The statutory provisions that mention 
“under arrangements” draw a 
distinction between services that are 
actually furnished by the hospital or 
SNF and those that are actually 
furnished by the separate. outside 
entity. (Under section 1861 (w)(l). 
HCFA’s payment to the hospital SNF. 
or other contracting entity discharges 
the beneficiary’s liabifity. “Under 
arrangements” situations are further 
referenced in sections 186 1 (b) (3) and 
1862(a)(14).) We are aware that there are 
comparable agreements in the 
community between entities other than 
hospitals, SNFs, and the other 
contracting entities listed above. such as 
agreements between group practices that 
furnish services to HMO patients, with 
the HMO billing for the services. 

We believe that. absent an exception, 
the referral prohibition applies to a 
physrcran s retertats to any entity that 
directly tumishes designated health 
services to Medicare or Medicaid 
patients. We believe the prohlbltlon also 
applies to referrals to any entities that 
arrange “for the furnishing of’ these 
services to Medicare or Medicaid 
patients by contracting with other 
providers. whenever it is the arranging 
entity that bills for the services. 

This interpretation is consistent with 
the intent of the statute. Congress 
intended. in enacting section 1877. to 
prohibit referrals in situations in which 
a physician has a financial incentive to 
over-utilize the various designated 
health services and to steer patients 
toward certain providers of these 
services. For example, a physician 
might routinely refer patients to a SNF 
in which he has a financial interest and 
prescribe occupational therapy (011 
services. The SNF, in turn. might 
contract with a separate. unrelated 
entity to furnish SNF patients with the 
OT. for which the SNF bills. Even if the 
physician has no relationship with the 
separate OT provider. he does have a 



financial relationship with the SNF that 
is providing for “the furnishing of’ OT 
to referred patients. As a result. the 
ph>/sician can potentially profit from 
each referral he or she makes for OT. 
even if the SNF must first purchase 
those services from an outside source 
before passing on the cost to its patients. 

If, however, the unrelated OT entity 
itself bills for the services under Part B. 
so that the SNF only helps to make 
these services available to its patients, 
our conclusion would be different. In 
this situation, we do not believe that the 
physician has a financial incentive to 
overutilize OT services. As a result, we 
would not regard the SNF as an entity 
involved in “the furnishing of * a 
designated health service. 

We also believe that a physician can 
have an incentive to overutilize services 
if he or she has a financial relationship 
with the entity that directly furnishes 
designated health zer.Qces. even if this 
is not the entity L. -lately billing for 
the services. In th;t situations, the 
physician can potentially recognize a 
profit from each referral based on the 
fact that the designated health services 
will. in essence, be sold to the entity 
that bills. 

For example, a physician who is a 
member of a group practice might work 
in a hospital as a staff physician and 
refer patients to the group’s own outside 
laboratory in which the physician has 
an ownership interest. The laboratory, 
in turn. furnishes services to hospital 
patients under arrangements. The 
hospital will therefore be billing 
Medicare for laboratory services 
furnished by the physician’s own 
laboratory. In this case, the physician is 
in a position to influence how many 
services the laboratory will be abie to 
“sell” to the hospital. Thus, the 
physician should be prohibited from 
making these referrals, unless one of the 
exceptions applies. 

We believe our policy of including 
entities that contract for services as 
those that provide for “the furnishing 
of’ designated health services is 
consistent with the structure of section 
1877 and the way the exceptions are 
drafted. For example, under section 
1877(b)(3). services are excepted if 
furnished by an organization that 
functions under a prepaid plan, such as 
an HMO. It is our understanding that 
such services are very often made 
available in a manner that is comparable 
to “under arrangements” situations: that 
is, the prepaid organization contracts 
with a broad range of independent 
suppliers and providers to furnish 
services to its enrollees. This exception 
makes no distinction between services 
that are furnished directly by the HMO 

and those that are furnished under 
contract by outside providers: all such 
services appear to be considered as 
furmshed by the HMO. and would be 
excepted. 

Similarly. section 1877(d) (3) excepts 
certain “designated health services 
provided by a hospital.” but makes no 
distinctions between services the 
hospital itself furnishes and those 
furnished by the hospital under 
arrangements. 

3. Financial Relationship 

How do equity and debt qualify as 
ownersf@?The statute states that an 
ownership interest can be through 
equity or debt. We have received a 
number of inquiries about what this 
provision means and what kinds of debt 
situations constitute a form of 
ownership. We believe that “ownership 
through equity” refers to a direct 
ownership interest that does not involve 
debt; for example, one in which the 
physician or family member has 
actually purchased assets of a business 
entity with cash or other property. This 
interest could be in the form of stock in 
a publicly-held entity or an investment 
(such as a capital contribution) in a 
partnership. 

We believe that a physician or family 
member holds an ownership interest in 
an entity “through debt” anytime the 
physician or family member has lent 
money or given other valuable 
consideration to the entity and the debt 
is secured (in whole or in part) by the 
entity or by the entity’s assets or 
property. For example, the physician 
could hold such an interest by 
providing the entity with a note. a 
mortgage or by purchasing bonds. This 
interpretation is consistent with the 
definition of an ownership or control 
interest in section 1124(a)(3) of the Act, 
which governs which suppliers and 
providers must disclose these interests 
to us for purposes other than the referral 
prohibition. Section 1124(a)(3)(A)(ii) 
defines a person with an ownership or 
control interest as a person who is the 
owner of a whole or part interest in any 
mortgage. deed of trust. note, or other 
obligation secured (in whole or in part) 
by the entity or any of the entity‘s 
property or assets. if the interest is 
worth a certain amount. 

We also believe that ownership 
through debt can exist in any other 
debtor-creditor relationships that have 
some indicia of ownership. For 
example, such indicia could include the 
creditor’s participation in revenue or 
profits. subordinated payment terms. 
low or no interest terms. or ownership 
of convertible debentures (bonds that a 
physician or family member can convert 
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into the common stock of the issuer or 
an affiliate until the convertible feature 
expires). 

However. if a physician or farnil!, 
member has made an unsecured or 
nonconvertible loan to an entity, or a 
loan with no other indicia of ownership, 
we do not believe the loan is an 
ownership interest. The loan would 
likely qualify as a compensation 
arrangement. to which an exception 
might apply. 

We do not believe that a physician or 
family member has “ownership through 
debt” when either of them has received 
a loan from an entity. In ordinary 
business transactions. when a debtor 
receives a loan. this transaction in no 
way establishes for the debtor an 
ownership interest in the creditor. We 
also assume that in providing the loan. 
the creditor entity has provided 
remuneration to the physician or family 
member, resulting in a compensation 
arrangement. This kind of compensation 
arrangement could meet one of the 
exceptions to the prohibition. For 
example, the loan might be one form of 
payment an entity makes to a physician 
to recruit the physician or as part of the 
physician’s employment contract. The 
loan would be an excepted arrangement 
if it met the fair market value and other 
standards in these exceptions. 

Is membership in a nonprofit 
corporation an ownership or investment 
interest? We have received a number of 
inquiries concerning whether 
membership in a nonprofit corporation 
constitutes an ownership or investment 
interest in that corporation. (We are 
assuming that a “member” is someone 
who establishes, sponsors. directs. or 
controls a nonprofit corporation.) Most 
nonprofit health care corporations that 
are exempt from Federal income 
taxation are exempt under section 
501 (c)(3) or (4) of the Internal Revenue 
Code. These provisions state that the net 
earnings of such a corporation cannot 
inure to the benefit of any private 
shareholder or individual. Therefore. 
while members of such a nonprofit 
corporation may exercise control over 
the activities of the corporation, they do 
not have the pecuniary incentive that 
for-profit investors have to enhance 
their investment interests. As such. we 
do not regard being a member of these 
kinds of nonprofit corporations as an 
ownership or investment interest 
analogous co being a shareholder in a 
for-profit corporation. However. any 
remuneration that the physician or 
family member receives from the 
corporation, such as a salary. would be 
compensation and must meet an 
exception. 
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physician. which includes the provision 
of a designated health service. 

We believe a referral would be 
acceptable where the referral is not for 
a designated health service. For 
example. a physician who is a general 
practitioner might believe that a patient 
has a neurological problem, but be 
unsure of a diagnosis. This physician 
could refer the patient to his or her 
neurologist spouse. if the referral is not 
a “consultation” (see our discussion of 
“consultations” in section III.A.7 of this 
preamble). That is because the referring 
physician has not requested a 
designated health service or established 
a plan of care including one, nor has he 
or she requested a consultation. We 
believe the referral. in this case. is for 
physician services. which are generally 
not designated health services. If the 
spouse. in turn. determines that the 
patient requires an MRI. the spouse 
would be the one making the referral for 
this designated health service. 

If one member of a group practice 
cannot make a referral to an entity, are 
all other group practice physicians also 
precfuded?Group practices have 
informed us that they are concerned 
about the definition of a “referring 
physician” in 5 411.35 1, and how it 
affects a group when one member is 
precluded from referring to a particular 
entity that furnishes designated health 
services. In particular. several groups 
wondered whether having a physician 
member whose immediate relative has 
an unexcepted ownership interest in an 
entity would preclude all group practice 
members from referring to that entity. 
Groups believe that the preamble to the 
final rule covering referrals to clinical 
laboratories implied that the referral 
prohibition would be imputed to all 
phvsician members. 

Section 4 11.35 1 defines a “referring 
physician” as a physician (or group 
practice) who makes a referral (as 
defined elsewhere in the regulations). 
We interpreted this definition to mean 
that when an individual group member 
refers. the entire group has referred. As 
a result. any member of a group who has 
an unexcepted financial relationship (or 
whose relative has such a relationship) 
with an entity could “taint” the referrals 
of the entire group. 

We have reconsidered this issue and 
now propose to amend the definition to 
exclude anv reference to the entire 
group practice. We believe that the 
statute was drafted to cover the referral 
behavior of individual physicians and to 
regulate the entities to which they refer. 
There does not appear to us to be any 
clear reason IO extend the effects of one 
physician’s relationships and behaviors 
to other physicians, just because they 

are all members of the same group 
practice. As several practices have 
pointed out to us. being members of the 
same group practice does not mean that 
physicians automatically have the 
opportunity. power. or incentive to 
exert pressure on each other to refer to 
their related entities. 

However. in anv instance in which a 
group member is in a position to exert 
influence or control over the referrals of 
other group physicians. the prohibition 
could still apply. For example. group 
members could be subject to sanctions 
if their referral patterns reveal a 
circumvention scheme between them. 
Similarly. if a group practice owner 
conditions payment to his or her 
employee members on referrals to the 
owner’s laboratory. the employment 
could be a compensation arrangement 
that triggers the prohibition. 

6. Remuneration 

Do payments qualify as remuneration 
only if they result in a net benefit? 
Certain members of the provider 
community have requested that we 
interpret a payment as remuneration 
only if it is made in exchange for 
identifiable property or services. Under 
this theory. if the physician or entity 
making the payment has no expectation 
of or entitlement to something of value 
in return for the payment, there would 
be no compensation arrangement, even 
if other physicians or entities might 
benefit from the exchange. 

In the August 1995 final regulation, 
we defined remuneration as “any 
payment. discount. forgiveness of debt, 
or other benefit made directly or 
indirectly. overtly or covertly. in cash or 
in kind.” except for a narrow list of 
remuneration excluded from the 
definition by section 1877(h)( 1) (C). We 
believe that remuneration generally 
involves any payment of cash, property. 
or services, whether or not either or 
both parties receive a net benefit. For 
example. we would regard as 
remuneration the repayment of a loan, 
even if there are no accompanying 
interest payments. 

We base this interpretation on the 
statute, which excepts from 
compensation arrangements under 
section 1877(h)(l)(C) only very limited 
and specific types of remuneration. 
Among the list is the forgiveness of 
amounts for the correction of minor 
billing errors: that is, small amounts that 
are excused by one party in order to 
even out the parties‘ accounts. However. 
the statute does not except amounts that 
are forgiven to even out larger billing 
errors. nor does it contain a general 
exception for remuneration that does 
not result in a net benefit for one or both 

of the parties. (The correction of a large 
billing error might. however. qualify as 
an “isolated transaction” or qualify for 
the new exception in 5 4 11.357(l) as part 
of a fair market value exchange.) 

We believe that the statute is designed 
to prohibit referrals whenever a 
physician makes a payment to an entity 
or an entity makes a payment to a 
physician. regardless of who profits or 
gains. The statute. in our view, contains 
a presumption that if there has been a 
payment of any kind. a physician 
should not refer. As a result, the agency 
need not “look behind” each transaction 
to ascertain whether the physician has 
gained some benefit as a result of the 
transaction. has realized little or no net 
benefit. or has benefitted too much. The 
law does, however, designate certain 
very specific compensation 
arrangements that require that the 
Secretary “look behind” them and 
except them if the exchanges of 
payment meet fair market value and 
certain other standards. 

It is our view that the one-way 
payments described by the providers are 
remuneration. If a payment does not 
reflect an actual fair market value 
exchange, it could easily serve as the 
vehicle for referral payments. We 
believe the law was meant to prevent a 
physician from referring to an entity if 
that physician (or a family member) is 
receiving payments of any kind that 
cannot be accounted for as part of a fair 
exchange. 

5. General Prohibition- What 
Constitutes a Prohibited Referral 

Does the prohibition apply only if a 
physician refers directly to a particular 
related entity?As we mentioned in the 
section above covering the definition of 
“entity.” section 1877(a)(l) prohibits a 
physician from making a referral to an 
entity for the furnishing of designated 
health services if the physician or 
immediate familv member of the 
physician has a hnancial relationship 
with that entit 
w 

. Section 1877(h) (5) 
efmes a referral verv broadlv: A 

referral is the request by a physician for 
a Part B item or service (in&ding 
certain consultations). In addition. “the 
request or establishment of a plan of 
care by a physician that includes the 
provision of [al designated health 
service” constitutes a “referral” by a 
“referring physician.” We have 
interpreted this provision in 5 4 11.35 1 
of the August 1995 final clinical 
laboratory rule to mean that a physician 
has made a referral if he or she has 
made a reauest for a Part B item gr 
service or a request for other items or 
services that includes the provision of 
laboratory services or of he or she has 




